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FOREWORD

Since the adootion of Directive 90/220/EEC in April 1990, experts on
biotechnology from the twelve Member States of the European Community have
met regulartly, at first as the Group of National Experts on Biotechnology
and then as the Committee of Competent Authorities, to discuss details of
implementing the Directive. The objective has been to reach agreement by
consensus on a uniform and clear interpretation of the text, and aiso to
prepare a number of documents referred to-in the Directive. This handbook
brings together the results so far achieved jointly by altl the Member State
Authorities, who have discussed and agreed the texts as formuiated. Some
of the -texts have formal legal status and others not, but the principles
are incorporated either in national legislation or in the administrative
practice in implementing the Directive in the Member States. '

The Competent Authorities and representatives from the Commission will -
continue to meet regularly to discuss aspects of implementation not covered
by the present handbook and to revise the existing notes in light of the
experience gained by the implementation of the Directive. The handbook
will pe revised and supplemented accordingly.

The handbook is a compilation of existing documents, providing guidance for
the Iimpiementation of the Directive. It is ihtended to assist the
Competent Authorities in their work, to guide those intending to release
GMOs, and to generally inform interested groups and the public at large.
It should be noted that the content of this handbook - is for information
only. None of the texts modify in any way the text of the Directive nor do
théy prejudice the legal inferpretation of the Directive which can only be
provided by the Court of Justice. . )

~

-
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COUNCIL DIRECTIVE
 of 23 April 1990

on the dcliberate release into the environment of genetically modificd organisms

(90/220/EEC)

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Economic Community, and in pardcular Article 100a
thereof,

Having regard to t.h; proposa:l from the Commission (?),
“In cooperation with the European Parliament (2},

Having regard to the opinion of the Economic and Sodal
Committee (3),

k4

- Whereas, under the Treary, action by the Community
relatng to the environment should be based on the prindple
thar preventive acton should be taken;

Whereas living organisms, whether released into the
environment in large or small amounts for experimental

- purposes or as commerdial products, may reproduce in the
environment and cross national fronders thereby affectng
other Member States; whereas the effects of such releases on
the environment may be irreversible;

Whereas the protecion of human health and the
environment requires that due attendon be given to
controlling risks from the deliberate release of genetically
modified organisms (GMOs) into the environment;

Whereas disparity berween the rules which are in effect or in
preparation in the Member States concerning the deliberate
release into the envirc ament of GMOs may create unequal
conditions of competition or barriers 1o wade in produas
containing such organisms, thus affecting the functioning of
the common markert; whereas it is therefore necessary to
approximate the laws of the Member States in this
respect;

Whereas measures for the approximation of the provisions of

.the Member States which have as their object the
establishment and functioning of the internal market should,
inasmuch as they concern health, safety, environmental and
consumer protectin, be based on a high level of protection
throughout the Community;

Whereas it is necessary to ensure the safe development of
industria! products utilizing GMOs;

(*) O} No C 198, 28. 7. 1988, p. 19 and
O} No C 246, 27.9. 1989, p. 5.

() O} No C 158, 26. 6. 1989, p. 225 and
OJ No C 96, 17. 4. 1990.

(*) O No €23, 30. 1. 1989, p. 45.

Whereas this Directive should not apply to organisms
obtained through certain techniques of genetic modification
which have conventionally been used in a number of
applications and haveé a long safety record;

Whereas it is necessary to establish harmonized procedures

and citeria for the case-by-case evaluation of the potential

risks arising from the deliberate release of GMOs into the
environment;

Whereas a case-by-case environmental risk assessment
should always be carried out prior to a release;

\"lisreas the deliberate release of GMOs atthe research stage

is In MOst cases a necessary step in the development of new
products derived from, or containing, GMOs;

Whereas the introduction of GMOs into the environment
should be carried out according to the ‘step by step’ princdple;
whereas this means that the containment of GMOs is reduced
and the scale of release increased gradually, step by step, but
only if evaluadon of the earlier steps in terms of protection of
human health and the environment indicates that the next
step can be taken;

Whereas no product containing, or consisting of, GMOs and
intended for deliberate release shall be considered for placing
on the market without it first having been subjected 10
satisfactory field testing at the rescarch and development

. stage in ecosystems which could be affected by its use; -

. . ¢
Whereas it is necessary to establish a2 Community

authorizatién procedure for the placing on the market of
products containing, or consisting of, GMOs where the
intended use of the product involves the deliberate release of
the organism(s) into the environment;

Whereas any person, before undertaking a deliberate release’

into the environment of a GMO, or the placing on the markert
of a product containing, or consisting of, GMOs, where the
intended use of that product involves its deliberate release
into the environment, shall submit a notification to the
national competent authority;

Whereas that notification should contain a technical dossier
of information including 2 full environmental risk
asscssment, appropriate safcty and emergency responsc,
and, in the case of produas, precise instructions and
conditions for use, and proposcd labelling and packaging;

L3
2.

.
.
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Whereas, after notification, no deliberate release of GMOs

should be carried out unless the consent of the competent
authority has been obtained;

- Whereas the competent authority should giveits consentonly
after it has been satisfied that the release will be safe for

human health and the environment;

' Whereas it may be considered appropriate in certain cases to

consult the public on the deliberate release of GMOs into the

environment;

Whereas it is appropriate for the Commission, in
consultadon with the Member States, to establish a
procedure for the exchange of information on deliberate
releases of GMOs notified under this Directive;

Whereas it is important to follow dosely the development
and use of GMOs; whereas 2 list should be published of all
the products authorized under this Directive;

Whereas, when a product containing 2 GMO or a
combination uf GMOs is placed on the market, and where
such a product has been properly authorized under this

~ Directive, 2 Member State may not on grounds reladng to

matters covered by this Directive, prohibit, restrict or impede
the deliberate release of the organism in that product on its
territory where the conditons set out in the consent are
respected; whereas a safeguard procedure should be
prov:dcd in case of nsk to human health or the
environment; :

Whereas the provisions of this Directive relating to placing’

on the market of products should not apply to products
containing, or counsisting of, GMOs covered by other
Community legislation which provides for a spcdf c
environmental risk assessment sumlar to that la:d down in
this Directive;

Whereas a Comminee should be set up to assist the
Commission on matters reladirg to the implementation of
this Directive and 1o its adaptadion to technical progress,

_ PART A

General provisions

Article 1

1.  The objective of this Directive is to approximate the

laws; regulations and administrative provisions of the
Member States and to protect human health and the
environment: ’

— when carrying out the deliberate reléase of genetically
modified organisms into the environment,

~ when placing on the market products containing, or
.consisting of, genetically modified organisms intended
for subsequent deliberate reléase into the environment.

2.  This Directive shall not apply to the carriage of
genetically modified organisms by rail, rpad, inland
waterway, sea or air, -

Article 2

For the pu@m of this Directive:

(1) ‘organism’ is any blologxcal entity capable of rephcauon
or of transferring genetic material;

(2) ‘genetically modified organism (GMO) means an

organism in which the genetic material has been altered

_ ina way that docs not occur naturally by madng and/or
natural recombinadion.

Within the terms of this definition:

(i) genetic modification occurs atleast through the us
of the techniques listed in Annex [ A Part 15

(i1} the techniques listed in Annex 1 A Part 2 are no
~ considered to result in genetic modification; |

(3) ‘deliberate release” means any intentional introducdo
into the environment of 2 GMO or 2 combination ¢
GMOs without provisions for containment such 2
physical barriers or a combination of physical barrie:
together with chemical and/or biological barriers use
to limit their contact with thc general populauon andd
environment;

(4) ‘product' means a preparation consisting of, ¢
con:ammg, a GMO or a combination of GMOs, whic
1s placed on the market; .

- (5) ‘placing on the market’ means supplying or makn

available to third pardes;

(6) ‘notification” means the presentation of documer
containing the requisite informarion to the compete
authority of a Member State. The person making t
presentation shall be referred to as ‘the norifier”;

-(7) ‘us¢’means the deliberate release of a pro.ducl which |

-been placed on the matket. The. persons carrymg «
. this use will be referred 1o as ‘users™;

(8) ‘environmenml risk assessment’ means the evaluatios
the risk to human health and the environment (wt
.includes plants and animals) connected with the rele

of GMOs or products containing GMO:s.

Article 3

" This Directive shall not apply to organisms obtained thrc

the-techniques of genetic modification listed in Annex
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Article 4

1.  Member States shall ensure that all appropriate
measures are taken to avoid adverse effects on human health
and the environment which might arise from the deliberate
release or placing on the market’ of GMO:s.

2.  Member States shali designate the competent authority
or authorities responsible for carrying out the requirements
of this Directive and its Annexes.

3.  Member States shall ensure that the competent
authority organizes inspections and other control measures
as appropriate, to ensure compliance with this Directive.

PART B

Dcliberate release of GMOs into the environment for
rescarch and development purpbses or for any other purpose
than for placing on the marker

Article §

Member States shall adopt the Provisions necessary to ensure

_that:

(1) any person, before undertaking 2 deliberate release of 2
GMO or a combination of GMOs for the purpose of
research and development, or for any other purpose
than for plidng on the market, must submit a
notification to the competent authority referred to in
Article 4 (2) of the Member State within whose territory
the release is to take place;

(2) the notification shall indude:

(a) a technical Jossier supplying the information
specified ir. Annex Il necessary for evaluating the
foreseeable risks, whether immediate or delayed,
which the GMO or combinadon of GMOs may
pose to human health or the environment, together
with the methods used and the bibliographic
reference o them and covering, in particular:

(i) - general information including information on
personnel and training,

(ii) " informartion relating to the GMO(s),

(iit) information relating to the conditions of
‘release and the receiving environment,

(iv) information on the interactions between thc
GMO(s) and the cnvxtonmcnt,

(v) information on monitoring, control, waste
wearment and emergency response plans;

(b) a statement evaluating the impacts and risks posed
by the GMO(s) to human health or the
environment from the uges envisaged;

.(3) the compctcn't' authority may accept that releases

of a combination of GMOs on the same site or of the
‘same GMO on different sites for the same purpose and
within a limited period may be notified in a single
notification;

(4) the notifier shall include in the notification information
on data or results from releases of the same GMOs or the
same combination of GMOs previously or currently
notified and/or carried out by hlm cnthcr inside or
outside the Community.

The notifier may also refer to data or results from
notifications previously submirted by other notifiers,
provided that the latter have given their agreement in
wnung;

(5) in the case of a subsequent release of the same GMO or
combination of GMOs previously notified as part of the
same research programme, the notifier shall be required
to submit a new notification. In this case, the notifier
may refer to data from previous notifications or rcsults
from prcvnous releases;

"< in the event of any modification of the deliberate release
of GMOs or a combination of GMOs which could have
consequences with regard to the risks for human healch
or the environment or if new information has become
available on such risks, cither while the notification is
being examined by the competent authority or after that
authoriry has given its written consent, the notifier shall
immediately:

(2) revise the measures specified in the notit.cation,

(b} inform the competent authority in advance of any
modification or as soon as the new information is
available,

(c) rtake the measures necessary to protect human
health and the environment.

Article 6

1.  On receipt and after acknowledgment of the
notification the competent authority shall:

— examince it for compliance with this Dirccuve,
— evaluate the risks posed by the release,

— record its conclusions in writing,
and, if necessary, .

— carry out tests or inspections as may be necessary for
control purposes.

2.  The competent authority, having considered, where
appropriate, any comments by other Member States made in
accordance with Article 9, shall respond fn writing to the
notificr within 90 days of receipt of the notification. by
cicher: . .

e
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: (a) indicating that it is satisfied that the notification is in

compliance with this Directive and that the release may

propccd, or

{b) indicating that the release does not fulfil the conditions
of this Directive and the notification is therefore
rejected. :

3. For the purpose of calculating the 90-day period
referred to in paragraph 2, any periods of time during which
the competent authority:

— is awaiting further information which it may have
requested from the nodfier,

or

— is carrying out a public inquiry or consultadon in
accordance with Artcle 7

shall not be taken into account.

4. - Thenotfier may proceed with the release only when he
has received thé written consent of the competent authoriry,
and in conformity with sany conditions required in this
consent.

5. If the competent authority considers that suffigent
experience has been obtained of releases of certain GMOs, it
may submit to the Commission a request for the application
of simplified procedures for releases of such types of GMOs.
The Commission shall, in accordance with the procedures
laid down in Arude 21, establish appropriate criteria and
take a decision accordingly on each application. The criteria

shall be based on safety to human health and the environment .

and on the evidence available on such safery.

6. If information becomes available subscquently to the
competent . authority which could have significant
consequences for the risks posed by the release, the
competent authority may require the notficr to modify the
conditions of, suspend or terminate the deliberate release.

Article 7

-

Where 2 Member State considers it appropriate, it may
provide that groups or the public shall be consulted on any
aspect of the'proposed deliberate release.

A rticle’ 8

After completion of a release, the notifier shall send to the
competent authority the result of the release in respect of any
risk to human health or the environment, with particular
reference to any kind of product that the notifier intends to
notify at.a later stage. ’ '

Article 9 -

1. | The Commission shall set up a system of exchange-of
the information contained in the notifications. The
compctent authorities shall send to the Commission, within
30 days of its reccipt, 2 summary of each notification

received. The farmat of this summary will be established by
the Commission in accordance with the procedure laid down
in Article 21.

2. The Commission shall immediately forward these
summaries to the other Member States, which may, within
30 days, ask for further information or present observations
through the Commission or directly.

3. The competent authorities shall inform the other
Member States and the Commission of the fina} decisions
taken in compliance with Artide 6 (2).

PART C

Placing on the market of products containing GMOs

Article 10

1. Consent may only be given for the placing on the
market of products containing, or consisting of, GMOs,
provided that:

— written consent has been given to a notification under
Part B or if a risk analysis has been carried out based on
the elements outlined in that Parr;

— the products comply with the relevant Community
product legislation; .

— the products comply with the requirements of this Part of-
this Directive, concerning the environmental risk
assessment.

2. Artcles 11 to 18 shall not apply to any products
covered by Community legislation which provides for a
specific environmental risk assessment similar to that laid
down in this Directive.

3.  Nort later than 12 months after norification of thi:
Directive, the Commission, in accordance with the
procedure laid down in Article 21, shall establish a list o
Community legislation covering the products referred to it
paragraph 2. This list will be re-examined periodically and
as necessary, rtevised in acoordrnce with the sai
procedure. .

Article 11

1. - Before a GMO or a combination of GMOs are place
on the market as or in 2 product, the manufacturer or tt
importer to the Community shall submit a notificationto tl
competent authority of the Member State where such

product is to be placed on the market for the first time. Tt
notification shall contain:

— the information required in Annex If, extended

* necessary to take into account the diversity of sites of «
of the product, induding information on data and resu
obtained from research and developmental relea
concerning the écosystems which could be affected by !
usc of the product and an assessent of any risks for hum
health and the environment related to the GMOs o
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combination of GMOs contained in the produc,
including information obtained from the rescarch and
development stage on the impact of the release on human
health and the environment;

—— the conditions for the placing on the market of the

product, .including specific conditions of use and

. handling and a proposal for labelling and packaging

which should comprise at least the requirements laid
down in Annex III.

" If on the basis of the results of any release notified under

¥ Part B of this Directive, or on substantive, reasoned scientific
grounds, a notifier considers that the placing on the marker
and use of a product do not pose a risk to human health and
the environment, he may propose not to comply with one or
more of the requirements of Annex I B.

2. The notifier shall include in this nodfication

* information on data-or results from releases of the same
GMOs or the same combinatign of GMOs previously or
currently notified and/or carried out by the notifier ¢ither
inside or outside the Community.

3.  The nodfier may also refer to data or resulis from
notifications previously submitted by other notifiers,
- provided that the latter have given their agreement in
writing.

4.  Each new product which, containing-or consisting of
the same GMO or combinaton of GMO:s, is intended for 2
different use, shall be notified separately.

5.  Thenotifier may proceed with the release only when he
has received the written consent of the competent authority
in accordance with Article 13, and in conformity with any
conditions,  induding  reference to  particular
ecosystems/environments. required in that consent.

6. Ifnewinformation has become available with regard to

the risks of the produat to human health or the environment,

cither before or after the written consent, the notifier shall
. immediately:

~— revise the information and conditions specified in
paragraph 1,

— inform the competent authoriry, and )
)

— take the measures necessary to protect human health and
the environment.

Article 12

1.  On receipt and after acknowledgement of the
notification referred to in Article 11, the competent

.authority shall examine it for compliance with this Directive,

giving particular attention to the cnvironmental risk
asscssment and the recommended precautions related to the
safc use of the product.

2. Ac the latest 90 days after receipt of the notification,
the competent authority shall either:

(2) forward the dossier to the Commission with a
favourable opinion, or

(b) inform the notifier that the proposed release does not
fulfil the conditions of this Directive and that it is
therefore rejected.

3.  In the casc referred 1o in paragraph 2 (a), the dossier
forwarded to the Commission shall include a summary of the
notification together with a statement of the conditions
under which the competent authority proposes to consent to
the placing on the market of the produat.

The format of this summary shall be established by the
Commission in accordance with the procedure laid down in
Arude 21.

In particular where the competent authdrity has acceded to
U request of the notifier, under the terms of the last
subparagraph of Article 11 (1), not to comply with some of
the requirements of Annex III B, it shall at the same time
inform the Commission thereof.

4. I the competent authority receives additional
informadon pursuant to Artide 11 (§), it shall immediately
inform the Commission and the other Member States.

5. For the purpose of calculaung the 90-day period
referred to in paragraph 2, any periods of ime during which
the competent authority is awaiting further information
which it may have requested from the notfier shall not be
taken into account.

Article 13

1. On receipt of the dossier referred to in Article 12 (3),
the Commission shall immediately forward it to the
competent authorities of all Member States together with any
other information it has collected pursuant to this Directive
and advise the competent authority responsible for
forwarding the document of the distribution date.

2. The competent authosity, in the absence of any

indication to the contrary from ariother Member State'within

60 days following the distribution date referfed to in
paragraph 1, shall give its consent in writing to the
notification so that the product can be placed on the market
and shall inform the other Member States and the
Commission thereof.

3. In cases where the competent authority of another
Member State raises an objection — for which the reasons
must be stated — and should it not be possible for the
competent. authorities concerned to reach an agreement
within the period specified in paragraph 2, the Commission
shall take a deasion in accordance with the procedure laid
down in Article 21.

(L
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4.  Where the Commission has taken 2 favourable
decision, the competent authority that received the original
notificadon shall give consent in writing to the notification so
that the product may be placed on the market and shall
inform the other Member States and the Commission
thereof.

S.  Once a product has received a written consent, it may
be used without further notification throughout the
Community in so far as the specific conditions of use and the
environments and/or geographical areas stipulated in these
conditions are strictly adhered to.

6. Member States shall take all necessary measures to
ensure that users comply with the conditions of use specified

" in the written consent.

Article 14

Member States shall take all necessary measures to ensure
that products containing, or consisting of, GMOs will be
placed on the market only if their labelling and packaging is
that specified in the written consent referred to in Articles 12
and 13.

Article 15

Member States may not, on grounds relating to the
notification and written consent of a deliberate release under
this Directive, prohibit, restrict or impede the placing on the
market of products containing, or consisting of, GMOs
which comply with the requirements of this Directive.

Article 16

1. Where 2 Member State has justifiable reasons to
consider that a product which has been properly notified and
has received written consent under this Directive constitutes
a risk to human- health or the environment, it may
provisionally restrict or prohibit the use and/or sale of that
product on its territory. It shall immediately inform the
Commission and the other Member States of such action and
give reasons for its decision. -

2. A dedsion shall be taken on the matter within three

months in accordance with the procedure laid down in
Article 21.

 Article 17

The Commission shall publish in the Official jourrzal of the

European Communities a list of all the products receividg
final written consent under this Directive. For cach product,

the GMO or GMOs contained therein and the use or uses

shall be clearly specified.

Article 18

1. Member States shall send to the Commission, at the
end of each year, a brief factual reporz on the contol of the
use of all produas placed on the market under this
Directive.

2. . The. Commission shall send to the European
Parliament and the Council, every three years, a reporton the
contro! by the Mcmber States of the products placed on the
market under this Directive.

3. When submittng this report for the first time, the
Commission shall at the same time submit a specificreporton
the operation of this Part of this Directive including an
assessment of all its implications.

_ PARTD

Final provisions

Article 19

1.  The Commission and the competent authorities shalt

not divulge to third parties any confidendal information
notified or exchanged under this Directive and shail protect
intellectual property rights relating to the data received.

2. The notifier may indicate the information in the
notification submitted under this Directive, the disdlosure of
which might harm his competitdve positon, that should
therefore be treated as confidential. Verifiable justification
must be given in such cases. -

3: The competent authority shall decdde, aker
consultation with the notifier, which information will be
kept confidential and shall inform the norifier of its
decisions. .

4. In no case may the following information when

submitred accordmg o Articles 5 or 11 be kept

confidential:

— description of the GMO or GMOs, namc and address of
the notifier, purpose of the release and location of
rclcasc;.

— methods and plans for monitoring of the GMO or GMO:
and for emergency response;

— the evaluation of foreseeable effects, in particular any
pathogenic and/or ecologically disruptive effects.

S. If, for whatever reasons, the notifier withdraws the
notification, the competent authorities and the Commissios
must respect the confidentiality of the informatior
supplied.
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. Article 20

According to the procedure laid down in Article 21, the
Commission shall adapt Annexes Il and I to technical
progress in particular by amending the nortification
requirements to take into account the potential hazard of the
GMO:s.

. Article 21

The Commission shall be assisted by a committee composed

of the representatives of the Member States and chaired by
the representative of the Commission.

The representative of the Commission shall submit to the
committee 2 draft of the measures to be taken. The
committee shall deliver its opinion on the draft within a ime
limit which the chairman may lay down according to the
urgency of the matter. The opinion shall be delivered by the
majority laid down in Article 148(2) of the Trearty in the case
of decisions which the Coundl is required to adopt on 2
proposal from the Commission. The votes of the
. representatives of the Member States within the commirtee
shall be weighted in the manner set ourt in thar Article. The
chairman shall not vote.

The Commission shall adopt the measures envisaged if they
arc in accordance with the opinion of the commirtec.

If the measures envisaged are not in accordance with the
opinion of the commirttee, or if no opinion is delivered, the

- Commission shall, without delay, submit to the Counal a
proposal relating to the measures to be taken. The Coundl
shall act by a qualified majoriry.

If, on the expiry of a period of three months from the date of
referral to the Coundil, the Counal has not acted, the
proposed measures shall ve adopted by the Commission.

Article 22

1. Member States and the Commission shall meet
regularly and exchange information on the e¢xperience
acquired with regard to the prevention of risks related to the
release of GMO:s into the environment.

2. . Every three years, Member States shall send the
Commission a report on the measures taken to implement the
provisions of this Directive, the first time being on
1 September 1992. ’ :

- 3. Every thref years, the Commission shall publish a

summary based on the reports referred to in paragraph 2, the
first time being in 1993. ’

.

Article 23

1. Member States shall bring into force the laws,
regulations and administrative provisions necessary to
comply with this Directive before 23 October 1991.

2. Member ‘Statcs shall immediately inform the-

Commission of  all laws, regulations and administrative
provisions adopted in implementation of this Directive.

Article 24

This Directive is addressed to the Member States.

Done at Luxembourg, 23 April 1990.

For the Council
The President
A. REYNOLDS

¢
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ANNEX I A
L

“TECHNIQUES REFERRED TO IN ARTICLE 2 (2)

. PART 1

Techniques of gcncnc modification referred 1o in Amde 2(2) (i) are inter alia:

1) recombinant DNA techniques  using  vector  systems  as  previously covcrcd by Coundl

- Recommendation 82/472/EEC (3);

2) tcd\mquc involving the direct introduction into an orgamsm of heritable material prcpzrcd outside the .

organism incdluding micro-injection, macro-injection and micro-encapsuladon;
(3) ‘ccll fusion (m'dt.:dmg protoplzst fusion) or hybridizaton techniques whcm live cells with siew combinatons of

hericable genetic material are formed through the fus.lon of two or more cells by means of mct}\ods thatdonot
ocaur naturally.

PART 2

Techniques referred to in Ardcle 2 (2) (ii) which are not cons-idgred to result in gencuc modification, on conditon
that they do not involve the use of recombinant DNA moleciles or GMOs, arc:

(1) in vitro fernlizadon,
{2) conjugation, wansduction, transformation or any other natural process,

(3) polyploidy induction.

ANNEX I B
TECHNIQUES REFERRED TO IN ARTICLE 3

Techniques of genetic modification to be exduded from chis Directive, on condmon that they do notinvolve the use
of GMOs as recipicnt or parental organisms, are:

(1) mutagenesis, a

(2} cell fusion (mdudmg protoplast fusion) of plant cells where the resulting orgamsms can also be produced by
u'admonal breeding mcthods. . .

(*) Of NO L 283,21.7.1982,p.15.
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COMMISSION DIRECTIVE ©3/15/EC
of 15 April 1994

adaptmg to technical progress for the fiist time Council Directive 90/220/EEC
on the deliberate release into the environment of genetically modified organisms

THE COMMISSION OF THE EUROPEAN CO:MMUNIT”’S.

Havmg regard to the Treaty establishing the European
Comemunity,

Having regard to Council Directive 90/220/EEC of 23
April 1990 on the deliberate release into the environment

of genetically modified organisms('), and in particular
Article 20 thereof,

Whereas Annex 11 to Directive 90/220/EEC contains the
informauion required to be provided in a notitication for a

deliberate release of genctically modified organisms
(GMOs) ;

Whereas the information requirements for notfications
for a deliberate release of GMOs, as set out in Annex I,
are very bread i1n order to apply to all types ¢f.GMOs.
whereas some of the information is only apphicable or
appropriate for specific types of organisms:

Whereas, on the basis of the experience gainzd with the
releases of genetically modified higher plants, 1t 1s appro-
. priate to adapt Annex Il to technical progress by making
provision for a sub-Annex speaitic to higher plants:

- .
Whereas it is therefcre e::"ap"atg that Annes 1oshouid

be divided in two sub-Annexes : Annex [ A outlining the
information required in the notifications concerning
releases of GMOs other than higher plants, 2n3 Annex 11
B outlining the information required in the notifications
concerning releases of genetically mod:fied higher plants ;

Whereas the measures provided for in this Directive are
in accordance with the opinion of the committee
provided for in Article 21 of Directive 90/220/EEC,

() OJ No L 117, 8. 5. 1990, p. 15.

" lication. The

HAS ADOPTED THIS DIRECTIVE:

Article 1

Annex 11 to Directive 90/720/EEC 1s replaced by the
Annex- hereto.

Article 2

Member States shall bring into. force the laws, regulations
and administrative provisions necessary to comply with
this Directive by 30 June 1994, They shall immediately
iniocrm the Commussion thercof,

When Member States adept these provisions, these shall
contain a reference to this Directive os shall be accom-
panicd by such reference at the ume of their official pub-
procedure for such reference shall be
adopted by Member States. :

Article 3

This Directive shall enter into force on the 20th day
following its publication “in the Official Journal of the
Eurcpean. Commurnitics.

Done at Brussels. 1§ April 1994

For the Commission
Yannis PALEOKRASSAS

Member of the Commission
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ANNEX 11

INFORMATION REQUIRED IN THE NOTIFICATION

The notification for a deliberate relcase referred to 1n Article § and of the placing on the market referred to
in Aricle 11 is to include, as appropriate. the information set out below ir the sub-Annexes.

Not all points included will apply to every case It is to be expected that individual notifications will address
only the particular subset of considerations which is appropriate to individual situations.

The level of detail required in response to each subset of considerations is also likely to vary according to the
nature and scale of the proposed release.

"Annex 11 A applies to releases of all types of genetically modified orgamisms other than h'ighcr plants. Annex

11 B applies 10 releases of genencally modified higher plants

The term “h:gher plants”™ means plants which belong to the 1axonomic groups Gymnaspermae and
Angiospormae

-

-

”»n
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. ‘ ANNEX II A

INFORMATION REQUIRED IN NOTIFICATIONS CONCERNING RELEASES OF
GENETICALLY MODIFIED ORGANISMS OTHER THAN HIGHER PLANTS

1. GENERAL INFORMATION L | :

A. Name and address of the notifier (company or institute)

B. Name, qualifications and experience of the responsible scientisys)

C. Title of the project

I1. INFORMATION RELATING TO THE GMO

A. Charactenstics of (a) the donor, (b) the recipient or (¢) (where appmpriaxe)'paremal organism(s) :
1. scienufic name
2. taxonomy .

3. other names (usual name, strain name. etc),

4. phenorypic and genenc markers:

:
5. degree of relatedness berween donor and recipient*or berween pareptal organisms.,
6. descnipuon of idenufication and detection techniques;

7. sensitivity, reliability (in quantitative terms) and spccmcm of detection and identification tech-
qu.e )

8. description of the geographic distribunion and of the natural habitar of the orgenism includmg
1ntgrmation on natural predators, preys, parasites and compentors, sxmbnoms and hosts.,

9. potenual for genetic transier and exchange with other organisms;
10. verification of the genetic suability of the organisms and factors affecung it
11. pathological, ecological and physiological traits :

(a) classification of hazard according to existing Community rules concerning the protection of
human heaith andsor the environment;

(b) generation time in natural ecosystems, sexual and asexual reproductive cycle;

(c) informatidn on survival, incluaing seasonability and the ability to form survival structures
c.g'.: seeds, spores or sclerotia;

{d) pathogenicity : infectivity, toxigenicity, virulente, :Ilcrgcmcnry carnier {vector) of pathogen,
possublc vectors, host range including non-target organism. Possible activation of latent
viruses (proviruses). Ability to colonize other organisms ;

(¢) antibiotic resistance, and, potential use of these antibiotics in humans and domestic
organisms for prophylaxis and therapy:

(f) involvement in environmental processes : primary production, nutrient turnover, decomposi-
tion of organic matter. respiration, etc.

12. Nature of indigenous vectors : ) -
(a) sequence ;
(b) frequency of mobilization ;
{c) specificity ; .

(d) presence of genes which confer resistance.

130 History of previous genctic modifications.

B. Characteristics of the vector:
1. nature and source of the vector; ) )
2. sequence of transposons. vectors and other non-coding genctic segments used to construct the »

GMO and 1o make the introduced vector and insert function, in the GMO;
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3. frequency of mobilization of inserted ~cctor and/or genetic transier capabilities and methods of
determination B

4. information on the degree to which the vector is limited to the DNA required 10 perform the
intended function.

C. Characteristics of the modified organism : ;

1. Information relating to the genetic modification :
(3) methods used for the modification ;

(b) methods used to construct and introduce the - :nseri(s) into the recipient or to delete a
sequence ;

(c) description of the insert and/or vector construction .

-
(d) purity of the insert from any unknown sequence and information on the degree to which the
inserted sequence is limited 1o the DNA required to perform the intended function ;

{¢) sequence. functional identity and location of the altered-inserted/deleted nucleic acid
‘segmentis) in question with particular reference 1o any hnown harmiul sequence '

2. Intormation on the final GMO

(3) description of genetic trait{s! or phenotypic charactensnies and in
charactenstics which mav be expressed or no jonger expressed.

(b) structure and amount of any vector andsor doner nucizic atid remaiming in the final construc-
nism,

.
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(e} actiuny of the expressed proten(s) .

(f; description of identficatior. and detection technmigue: includ:ing techmiques tor the idenufica:
uon and detection of the inserted sequence ang ‘eJtor: '
() senmsitivity, rehability (in guantitauve terms) and spacifiiny of derecnon and dentfication
techmiques:
thi histon of previous'reieasss of uses of the GMO
(1) health considerations: )
(1) toxic or allergenmic effezts of the non-viable GMOs and or their metabelic products |
(1) product hazards: ot
(1) companson of the modified organism to the donor, reaip:ent or (where appropriate)
parental organism regarding pathogenicity
(v} capaciry for colonization ;
(v) if the organism is pathogenic to humans who are immunocompetent:
— diseases caused and mechanism of pathogenicity including invasiveness and virulence,
— communicabiliry,
— infective dose,
— host range, possibility of alterauion,
— possibility of survival outside of human host,
— presence of vectors of means of dissemination,
— biological stability,
-— anubiotic-resistance patterns, *
. — allergenicity,

— availability of appropnate therapies. .

111, INFORMATION RELATING TO THE CONDITIONS OF RELEASE AND THE RECEIVING
* ENVIRONMENT
A. Information on the release :
1. deseniption of the proposed dehiberate telease, mcluding the purpose(s) and forescen products ;

2 foreseen dates of the retease and tme plinming of the expenment icluding frequency and
duration of relcases,

3. preparation of the wite previons 1o the release .

. 4. size of the site, -

ucelar any new traiis and”’

Pe
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. method(s) to bc used tor the releasc ;

. quantities of GMOs 10 be released . .

. disturbance on the site (rype and method of cultivauion, mining, irrigation, or other activities);
. worker protection measures taken during the release ;

. post-release treatment of the site;

10.

techniques foreseen for elimination or inactivition of the GMOs at the end of the experiment;

information on, and results of, previous releases of the GMOs, especially at different scales ahd in
different ecosystems.

B. Information on the environment (both on the site and in the wider environment):

1.

™

FiS

geographical location-and grid reference of the site(s) (in case of notifications under Part C the
site(s) of release will be the forescen areas of use of the product);.

. physical- or biological proximity to humans and other sig;mificam biota ;

. proximity 16 significant biotopes or protected areas

_size of local populaticn .

. economic activities of local populations which are based on the natural resources of the area:
. distance to closes: areas protected for dninking water and/or enwronmemai.purpos?;

. chimatic charactensstics of the region(s) Lkely to be affected .

geographical, geological and pedological charactensfics;

. flora and fauna, including crops, livestock and migratory species
. description of target anc non-target ecosystems likely to-be affected;
. a comparison of the natura! habitat of the recipient organism with the proposed site(s) of release ; -

. any known plinned develcpments or changes in land use in the region which could influence

the environmental impact of the release.

IV. INFORMATION RELATING TO THE INTERACTIONS BETWEEN THE GMOs AND THE
ENVIRONMENT

A. Characteristics affecting survival, multiplication and dissemination :

i.

S 2.

biological features which afiect susvival, multiplication and dispe;sal; *

known or predicted environmental conditions which may affect survival, multiplication and
dissemination (wind, water, soil, temperature, pH, etc);

. sensitivity to specific agents.

B. Interactions with the environment:

. predicted habitat of the GMOs ;

. studies of the behaviour and characteristics of the GMOs and their ccological impact: carried out

in simulated natural environments, such as microcosms, growth_rooms, greenhouges * -

. genetic transfer capability :

(a) post-release transfer of genetic material from GMOs into osganisms in affected ecosystems;

(b) post-release transfer of genetic material from indigenous organisms to the GMOs;

. likelihood of post-release selection leading to the expression of unexpected and/or undesirable

traits in the modified organism ;

. measures employed to ensure and to verify genetic stability. Description of genetic traits which

may prevent or minimize dispersal of genetic material. Methods to verify. genetic stability ;

. toutes of biological dispersal, known or potential modes of interaction with the disseminating

agent, including inhalation, ingestion, sutface contact, butrowing, etc.:

. description of ecosysiems to which the GMOs could be disseminated.
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C Potennal environmental impact - .

2.

potennial for excessive population increase in the environment,

competitive advantage of the GMOs in relation to the unmodified recipient or parental
organism(s) ; ’ :

. identification and description of the target organisms :

. anticipated mechanism and result of interaction between the released GMOs and the target

organism ;

. identification and description of non-target organisms which.may be affected unwittingly ;

. likelihood of post-release shifts in biological interactions or in host range

. known or predicted effects on non-target organisms in the environment, impact on population

levels of competitors : preys, hosts, symbionts, predators, parasites and pathogens ;

. known or predicted involvement in biogeochemical processes ;

. other potenually significant interactions with the envirenment.

V. INFORMATION ON MONITORING., CONTROL, WASTE TREATMENT AND EMERGENCY
RESPONSE PLANS . ‘

A.

Monitoning techniques

1

Y

FN

. durauon and irequency of the monitoning.

methods tor tracing the GMO:, and for monioning their effects; .

specifiainy (ic idenufy the GMOs, and to disunguish them from the  donor, recipient or, where
appropniate, the parenta! orgamisms). sensitvin and rehizBilin of the monitoring technigues:

. techniques for detecung transler of the donated geneuc material to other organisms;

Control of the releass .

v

methods and procedures to avoid and/or minimize the spread of the GMOs bevond the site of .
release or the designated area for use;

. methods and procedures to protect the site from intrusion by unauthorized individuals :

. methods and procedures to prevent other organisms from entering the site.

Waste treatment :

type of waste generated;

2. expected amount of waste ;

3.

4.

1.
2,

. methods for disposa! or saniation of plants, animals, etc., that were exposed during or after the

possible risks ; . *
description of treatment envisaged. . .

. Emergency response plans:

methods and procedures for controlling the GMOs in case of unexpected spread ;

methods for dc'comamination of the areas affected, ¢.g. eradication of the GMOs;

spread ;

. methods for the isolation of the area affected by the spread;

. plans for protecting human health and the environment in case of the occurrence of an

undcsirable effect.

o
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ANNEX II B -

INFORMATION REQUIRED IN NOTIFICATIONS CONCERNING RELEASES OF GENETI-
CALLY MODIFIED HIGHER PLANTS (GMHPs) (GYMNOSPERMAE AND ANGIOSPERMAE)

A. GENERAL INFORMATION

1.

Name and address of the notifier {company or institute)

2. Name, qualifications and experience of the responsible scientist(s)

A
3. Tude of the project

B. INFORMATION RELATING TO (4) THE 'RECIPIENT OR (B} (WHERE APPB.OPRIATE)
PARENTAL PLANTS

1.

Complete name:
(a) family name;
(b) genus;
" () species;
(Q) subspecies ;
(¢) cultivar/breeding line ;
(f) common name.
- (a) Information concerning reproduction :
(1) mod.c(s) of reproduction ;
(1) specific factors affecting reproduction, if any;
(1) generation time.
(b) Scxual compatibility with other cultivated or wild plant species.
. Survivability :
(a) ability to form structures for survival or dormancy ;
(®) specific factors affecting survivabibty, if any.
. Dissemination :
(a) ways and extent of dissemination ;

(b) specific factors affecting dissemination, if any.

5. Geographical distribution of the plant.

- In the case of plant species not normally grown in the Member State(s), description of the natural
habitat of the plant, including information on natural predators, parasites, competitors and symbionts.

.

Potcnually significant interactions of the plant with organisms other than plants in the ecosystem

where it is usually grown, including xnformauon on toxic effects on humans, animals md other
organisms.

C. INFORMATION RELATING TO THE GENETIC MODIFICATION

- 1. Description of the methods used for the genctic modification.
2. Nature and source of the vector used

3. Size, source (name of donor organism(s) and intended function of cach constituent fragment of the

region intended for insertion.

D. INFORMATION REIAT]NG TO THE GENETICALLY MODIF!ED PLANT

1. Descnpuon of the tran(s) and characteristics which have been mtroduced or modified.
2. Information on the sequences actually inserted/deleted :

(a) size and structure of the insert and ‘methods used for its characterization, including info.:mation
.on any parts of the vector.introduced in the GMHP or any carrier or foreign DNA remaining in
the GMHP;

() in case of deletion, size and function of the deleted region(s):

(<) location of the insert in the plant cells (integrated in the chromosomc. chloroPIas(s. mitochon-
dria, or maintained in 2 non-integrated form). and methods for its dctcrrpmztlﬂl :
(d) copy number of the insert. .
3. Information on the e;tprcssion of the insert:
(3) information on the expression of the insert and methods used for its characterization |

(b) pants of the plant where the insert is expressed (e 100ts, stem, pollen ctc)
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4. Information on how the genetically modthcd plant differs from the tccnp:cm plant in:
(a) mode(s) and/or rate of reproduction ;
(b} dissemination ;
(c) survivability.
S. Genetic subility of the insert.
6. Potential for transfer of genetic material from the genctically modified plants to other organisms.

7. Information on any toxic or harmful effects on human health and the erivironment, arising from the
genetic modification. ’

8. Mcchanism of interaction between the genetically modified plant and wrget organisms (if applicable).
9. Potentially significant interactions with non-target organisms.
10. Description of detection and identification techniques for the genetically modified plant.

11. Information about previous releases of the genetically modified plant, if applicable.

. INFORMATION" RELATING TO THE SITE OF RELEASE (ONLY FOR NOTIFICATIONS

SUBMITTED PURSUANT TO ARTICLE 5)

1. Location and size of the release site{s).

2. Description of the release site ecosystem, including climate, flora and fauna.
3. Presence of sexually compatible wild relatives or culuvated plant species.
4

. Proximity to officially recognized biotopes or protected areas which may be affected.

. INFORMATION RELATING TO THE RELEASE (ONLY FOR NOTIFICATIONS SUBMITTED

PURSUANT TO ARTICLE 5)

1. Purpose of the release.

2. Foreseen date(s) and dunation of the release. )

3. Method by which the genctically modified plants wil! be released.
4

- Method for preparing and managing the release site, prior 1o, during and post-release, including culti-
vauon practices and harvesting methods.

5. Approximate number of plants (or plants per m).

. INFORMATION ON CONTROL, MONITORING, POST-RELEASE AND WASTE TREATMENT

PLANS (ONLY FOR NOTIFICATIONS SUBMITTED PURSUANT TO ARTICLE §) |

1. Any precautions wken:
(3) distance(s) from sexually compatible plant species; .
(b) any measures to minimize/prevent pollen or seed dispersal.

2 Description of methods for ;;osx-rclcasc treatment of the site.

3. Description of post-release treatment methods for the genetically modified plant matenal including
wastes.

4. Desa:ipu'on of monitoring plans and techniques.

S. Descripgjon of any emergency plans.

. INFORMATION ON THE POTENTIAL ENVIRONMENTAL lMPACT FROM THE RELEASE OF

THE GENETICALLY MODIFIED PLANTS

0

1. Likelihood of the GMHP becoming more persistent than the recipient or parental 'pl;nts in’ agricul-
tural habitats or more invasive in natural habitats. .

2. Any sclective advantage or disadvantage conferrcd to other sexually compatible plants species, which
may result from genetic transfer from the genetically modified plant.

3. Potential environmental impact of the interaction between the genetically modified plant and target
organisms (if applicable).

4. Possible environmental impact resulting from potential interactions with non-target organisms.”
.




ANNEX I

ADDITIONAL INFORMATION REQUIRED IN THE CASE OF NOTIFICATION FOR PLACING ON THE

MARKET

A. The following information shall be provided in the notification for placing on the market of products, in
addition to that of Annex I:

B.

1.
2.
3.

name of the product and names of GMOs contained therein;
name of the manufacturer or distributor and his address in the Community;

specificity of the product, exact conditions of use including, when appropriate, the type of environment
and/or the geographical area(s) of the Community for which the product is suited;

type of expected use: industry, agriculture and skilled trades, consumer use by public at large.

The following information shall be provided, when relevant, in addition to that of point A, in accordance with
Article 11 of this Directive: ’

1.

2
3.
4

measures to take in case of unintended release or misuse;

. specific instructions or recommendations for storage and handling;

estimated production in and/or imports to the Community;

proposed packaging. This must be appropriate so as to avoid unintended release of the GMOs during
storage, or at a later stage;

proposed labelling. This must include, at least in summarized form, the information referred to in points
A 1,A.2,A. 3,B.1and B. 2.
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EXPLANATORY NOTES FOR IL DIRECT 1V 220/EE
N _THE DEL IBER RELEA NT RONMENT OF

GENETICALLY MODIFIED ORGANISMS

Preface

Oon 23.04.1990, the Council of the European Communities adopted
legistation in the form of Directive 90/220/EEC iaying down the
procedure and conditions for obtaining the consent to ' release
genetically modified organisms into the environment in any part of the
European Community. EC Member States must implement this Community
legislation at the latest by 23 October 1991.

The legal text of the Directive is published in all the Community
languages in the Official Journal of the European Communities,
no. L 117, dated 8.5.1990 and is avaliable free of charge. (The
italian and Greek texts were subsequently corrected in the

0J L 7, 10.1.91 and other linguistic corrections are still to be
published).

These Explanatory Notes offer practical guidance to assist in the
understanding and implementation of the -Directive. Although the
guidance Is based on legal requirements, it is not intended to be an
authoritative interpretation of the taw;. such interpretation can only
be made by the European Court of Justice. '



»

Preamble

The preamble to the Article of the Directive summarises the contents of
the Artictes and highlights the significant points. It is the Articles
that tay down the legal requirements but the preamble can help clarify
and interpret the main body of the legal text.

The legal basis éf' the Directive is Article 100 a of the Treaty
establishing the European Economic Community, which states , amongst
others, the following:

“_...The Council! shall, acting by a qualified majority on a proposal
from the Commission in cooperation with the European Parliament and
after consulting the Economic and Social Committee, adopt the measures
for the approximation of the provisions taid down by law, regulation or
administrative action in Member States which have as their object the
establishment and functioning of the internatl market.

The' Commission, in its proposals envisaged in paragraph 1 concerning
health, safety, environmental protection and consumer protection, will
take as a base a high level of protection.

If, after the adoption of a harmoniz2tion measure by the Council acting

by a qualified majority, a Member State deems it necessary to apply

national provisions on grounds of major needs referred to in Articte
36, or relating to protection of .the environment or the working
environment, it shall notify the Commission of these provisions.

The Commission ‘shall confirm the provisions involved after haying
verified that they are not a means of. arbitrary discrimination or a
disguised restriction on trade between Member States. -

By way of derogation from the procedure laid down in Articles '169 and
170, the Commission or any Member State may bring the matter directly
before the Court of Justice if it considers that another Member State
is making improper use of the powers provided for in: this Article."

Article 1

The dual objective of this Directive is to provide a harmonised
regulatory framework for atll releases of GMOs into the environwent (for
both experimental and commercial purposes), and to provide tar the

protection of human health and the environment. Transport of GMOs is

excluded from the scope of this Directive and the Commlssion is
preparing a seperate proposal to cover this aspect :

Article 2

(1) The definition of “organism" covefs_: micro-organisms, inciuding
viruses and viroids; plants and animals; including ova, seeds, poflen,
cell cultures -and tissue cultures from plants and animals. This
definition does not cover naked r DNA'and naked r-plasmids. -

(3) The intentional ‘introduction into the environment means the
introduction by whatever means, directly or indirectly, by 'using,
storing, disposing, or making available to a third party, of a GMO or a
combination of GMOs. Further guidance: on the interpretation of
"storing® and “disposing” is under preparation.

17.



(5) Despite the wide definition of placing on the market™, there are
carefully considered cases in certain clrcumstances where a GMO-
containing product within the scope of 90/220/EEC which is supplied or
made available to a third party can nonetheless be considered as not
requiring approval! under Part C of the Directive. One such is the case
of GMOs specifically developed for a user on a bilateral agreement
between a supplier and a wuser, provided its use in research is
subsequently notified under Part B of this Directive. Further exampies

are given in the Guidance Document for the interpretation of the term

"Ptacing on the Market"” (Document X1/57/92).
Article 3
Certain GMOs are excluded from the scope of this Directive.

Article 4

Member States have the obligation both to take measures themselves
(legal, administrative and practical) and to “lay down measure<s that
need to be taken by those carrying out a GMO release of any kind in
order to avoid adverse effects on human health and the environment.
The measures referred to cover both general and specific measures, and
can be before, during and after a release, as appropriate.

Competent authorities responsible for GMO reieases had to be designated
by Member States at the tatest by 23.10.1981. Annex | gives details of
the authorities so far formally designated in the Community under this
Directive.

The other control measures mentioned In this Article couid include,
where this is consistent with national practice, arrangements for
“consultation with a workplace biological! safety committee or other
appropriate bodies in preparing the evaluation mentioned in Article
5(2)(b).

Note: Articles 5, 6, 7, 8 and 9 (part B) refer to releases of GMOs
for research and development purposes or for any other purposes
than for placing on the market.

Article 5

Notification of proposals to-carry out a GMO release must be submitted

prior to the release to the competent authority appointed for this
purpose in the Member State where .the release is planned. Annex |
tists, for information, the authorities so far formally notified to the
Commission. Potential notifiers need to identify directly who the
competent authorities are in the Member States not mentioned in this
list.

Resbonslbllity for providing the required information on the proposed
release lies with the person who will carry out the release. |In
practise, the “person® will generally be a body corporate, e.g. a
company, University or Institute. As well as the information indicated
in Annex Il of the Directive, a statement evaluating impact and risks
posed by the GMO(s) to human heaith or the environment must be included
in the dossier. This will be an element assisting the authoritiies in
making their environmental risk assessment of the proposed release.

-

-
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In order to facilitate the procedures and reduce possible costs, the
authorities can accept that a number of releases falling within the
same experimental programme In.a specified period (e.g. one year) can
be treated as one notification. This does not alter the requirements
for specific information on the different sites or the different GMOs,

.but can simplify the procedures.

Applicants are encouraged to refer to data from their own previous
releases or those of other notifiers. It is important that unnecessary
animal experimentation Is avoided and that Directive 86/609/EEC of
24.11.1986 on the protection of animals used for experimental and other
scientific purpose Is adhered to. Animal experimentation that may be
required In order to supply data under this Directive should be
minimised as far as possible by avoiding repetition of experiments.
Max imum use of available data shoutld be made.

Even after the notification has been submitted, or even abproved, the '

notifier still has the responsibility to provide to the authorities any
additional important information as specified, and take additional
protection measures as necessary. )

Articla 6

A notifier may only proceed with th~ release after a written consent
has been given by the competent authority in the country where the
experimental release will take place. This is given within the
specified period after that authority has examined the application,
made its risk evaluation, and noted any comments from other authorities
or interested parties. The authority retains the possibility to come
back to the notifler subsequent to an approval If new significant
information related to risks becomes available.

Article 7

Member States have the possibility to make wider_ consultations before
giving approval for a particular reilease under Part B of the Directive,
provided that confidentiality ‘is respected as outlined In Article 19.

Article 8

In ‘order to help authorities approve subsequent releases and to have a
feedback on their assessment, relevant information resuiting yrom the

. release concerning risks and indicating future intentions of not!fying

the GMO as a product must be communicated to the auihorities.

Article 9

Member States authorities in countries other than- the one where the

. release is taking place will have the opportunity to make relevant -

observations within a 30-day period on the basis of summary information
provided. These . observations are not  binding in any way. The
competent authorities approving the release must inform the authorities
of other Member States and the Commission of their final decision.

To facititate the exchange of information on experimental releases
between Member States, a Summary, Notification Information Format has
been established as foreseen by the procedure of Article 21, and was
adopted as Council Decision 91/596/EEC on 4.11.91 (0J L 322, 23.11.91);

-
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Note: Articles 10, 11, 12, 13, 14, 15, 16, 17 and 18 (part C) refer
to releases of GMOs resuiting from the marketing of any product_
containing or consisting of GMOs.

Article 10

In order to be placed on the market, a GMO-containing product must have
recelved consent for testing first (as foreseen under Part B), or must
have undergone a risk assessment based on the efements outlined in Part
B, and must have received clearance both as regards its environmental
impact, as foreseen under Part C of this Directive, and as .regards:
aspects which may be covered by specific Community product legislation.
The clearance under Part C of this Directive for placing on the market
of products consisting of or containing GMOs, concerns aspects relating
to the potential risks to humans, plants, animals and the environment
connected with the release of these products. '

1t is possibie for certain GMO-containing products not to be covered
under Part C of this Directive, if it is decided under the nrncedure

foreseen under Article 21 of this Directive that other Community.'

legisiation Iin force provides for a specific environmental risk
assessment similar to that laid down in this Directive.

A Commission decision (91/274/EEC. taken in accordancé with ~the
procedure of Article 21 established there is currently no such
Community legislation in force (0J L 135, 30.5.91)

Article 11

Before a release is made by placing a product on the market, a written -

consent must bé ‘obtained by the importer or manufacturer of ‘the
product, issued according to the Community approval procedures outlined
under Article 13. This consent may have specific conditions attached:
to it.

The importer or manufacturer wiill deal! only with one competent
authority in a Member State where the product will be marketed for the
first time. This authority, chosen by the notifier, will act as a
“gateway” to the system, will receive the information submitted by the
" notifier, and will be responsible for issanq the final consent.

The information to be submitted is indicated in Annexes Il and 111, and
reference must also be made to data obtained in releases carried out by
the notifier either inside or outside the Community. Applicants are
encouraged to refer to relevant data available from their own previous
releases or those from other notifiers. This may in some cases, have
the positive - effect of reducing the necessity . for animal
exper imentation. It is important that unnecessary animal! experiments’
are avoided and that Directive 86/609/EEC of 24.11.86 on the protection
of .animals used for experimental and other scientific. purposes is
adhered to. Animal experimentation that may be required in order to
supply data under this Directive should minimised as far as possible by
avoiding repetition of experiments. Maximum use of available data
should be made."

Even after the notification has been submitted, or even approved, the
notifier still has the responsibility to provide to the authorities any

additional important information_ as 'specified, and take additional -

protection measures as necessary.
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Article 12

The competent authority receiving the notification Is responsible for
carrying out the main environmental risk assessment within a maximum
90 day period. Any period of time during which the competent authority
is awalting further iInformation which It Is has requested from the

notifier Is not iIncluded In the 90 -days. If the assessment is-

satisfactory, the authority then. forwards the application to the
Commission with a favourable opinion for consent. The dossier
forwarded must include a summary of the notification; the format of
this summary has been established as foreseen, according to the
procedures of Article 21, and has been adopted as Commission Deciston
82/146/EEC of 11.2.92 (0J L 60, 5.3.92). ’

Article 13

The Commission is responsible for ensuring that the Community-wide
consultation procedure takes place effectively and efficiently. The
consultation of the other Member Statc. Is made without a meeting, by
simply circulating the dossier to the competent authorities, with the
necessary confidentiality precautions. A consent valid for the whole
Community is given to the applicant by the main authority dealing with
the dossier, if within the period of 60 days no insurmountabie
difficulties-or objections are raised.

If a competent authority of a Member State indicates within the
specified period that it does not wish consent to be given for that

particular release, then a meeting of the Article 21 Committee will be -

called immediately and a vote on the matter shall be taken as foreseen
- by Article '21. This will be done as soon as possible, and ‘no fater
than 3 months from the expiry of the ‘period faid down in Article 13(2).

The consent is issued to the applicant following a favourable vote iﬁ

the Committee by qualified majority. No further notification is’

required as regards matters within the scope of the Directive.

The consent may mention specific conditions, and~Memper States have an
obtigation to ensure that these conditions are adhered to.

If products receive environmental safety clearance in some Member
States before 23 October 1991, and are marketed by that date, they can
continue being on the market of those Member States after October 23,
but they will need to be approved by the Community proceaures of

Directive 90/220/EEC before being placed on the market of other Member.

States.
‘Article 14

Any conditions of labelling and packaging specified on' the consent need

to be adhered to, and Member States have the obligation to ensure that
this is so.
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Article 15

The scope of this Directive covers only the aspects of the product
relating to safety, the environment and human health, and is as far as
this aspect is concerned, no Member State can take action to prohibit,
restrict or impede the release of a GMO—containing product -excépt as
provided for in Article 16. Compliance with other regulatory
requirements (e.g. for appearance, efficiency, acceptability, quality,
etc.) |§ outside the scope of this Directive and this Article.

Article 16

This “safeguard clause” in the Directive is intended to deal with
emergency cases where new data or evidence concerning environmental
safety becomes available after a product has been given clearance on
these aspects. The sale or use of products can be provisionally
restricted by a Member State, but within three months a binding
decision must be taken at Community level on the validity or otherwise
of this unilaterz: actior. ‘

Article 17

It is envisaged that publication in the Official Journal of products
approved will be done periodically. every three or six months, as
necessary. ;

Article 18

The first report from Member States on the control of the use of
products placed on the market is to be sent to the Commission at’ the
end of 1992 and the Commission’s own report to the EP and -the Council

will be sent for the first time in 1995. Suggested outlines for the
Member States reports will be provided. ’
Article 19

The confidentiality provisions outlined in this Article are of extreme
importance. The Commission has put into place, together with the
Member State competent authorities, a scheme with specific procedures,
requirerients and measures to ensure the protection of confidential
information at ali levels (Ref: Doc. X1/140/92-fin).

The Commission has the _responsibility to ensure that the
confidentiality provisions are adhered to and absence of suitable
measures in Member. States will be considered as an infringement. One
practical effect of this will be that confidential information will not

be received by that Member State from the Commission or other Member
States. '

At the same time, it is also important that certain information is not
kept confidential as outlined in Article '19.4. The Commission has
drawn up, together with the Member State competent authorities,
guidance concerning this aspect (Document X1/621/91-fin).

Article 20

As new technical information becomes available, it is foreseen that
"some of the annexes will be adapted to technical progress.
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Article 21

The Committee foreseen has several important fupctfons, as outlined in
the Directive. It will be chaired by the Commission (DG X1) and will

~ operate according to the internal rules it adopted at its first meeting
“on 25 March 1991 in Brussels (Document X1/88/91).

in order for Member States to participate fully in this Committee after
the implementation date of 23.10.1991, they must have transposed all
aspects of this Directive into national taw. .

The votes of Member States are weighted as follows: Beigium S, Denmark
3, Germany 10, Greece 5, Spain 8, France 10, ireland 3, Italy 10,
Luxembourg 2, Netheriands 5, Portugal § and United Kingdom 10.

To'be adopted, a proposal must receive 54 votes in favour.

Article 22

Regular meetings organised by the Commission of the Committee of

Competent Authorities will ensure. that information and experience is

exchanged.
Article 23

in order to be implemented in a Member State, the Directive has to be
transposed in its entirety and in ail the regions of a Member State.
Member States which have not fully transposed the Directive will be in
infringement of the'oirective. One practical consequence may be.that

_they will be unable to participate in the Community consultation

procedures foreseen in the Directive. -

If a Member State does not implement fully or correctly the pirective,
the Commission will take the necessary steps to start infringement
procedures as foreseen under Article 169 of the Treaty.

Member States have to officially inform the <Commission of their
legislation as soon as it is adopted. Once the Commission has been
informed of legisliative measures taken, it will examine them to ensure
confirmity with the Directive. 1{f there is no conformity Member States
will be notified and asked to take the necessary measures. {f they do
not comply, infringement procedures wil! be started. .

Article 24

The Directive is a piece of legislation addressed only to the Member
States governments who in turn are responsible for taking the necessary
action for implemetation. . .
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COMPETENT AUTHORITIES FORMALLY APPQINTED
BY MEMBER STATES TO BE RESPONSIBLE FOR
THE IMPLEMENTATION OF DIRECTIVE 90/220/EEC

DENMARK

The Ministry of Environment
Siotsholmsgade 12

DK - 1216 KOBENHAVN K

FEDERAL REPUBL i F_CIRMANY

Main Competent Authority for handling release notifications
Bundesgesundheitsamt

Thielallee 88-92

D - 1000 BERLIN 33

Authorities Cooperating with the Main Competent Authority above
Umwe | tbundesamt

Biismarckplatz 1

D — 1000 BERLIN 33

Biologische Bundesanstalit fir Land- und Forstwirtschaft
Messeweg 11-12
D - 330 BRAUNSCHWEIG

Bundesforschungsanstalt flr Viruskrankheiten der Tiere
Paul-Ehrlich-Str. 28
D — 7400 TUBINGEN 1

Overall National - Authority responsible for implementation of the
Directive

Bundesministerium flr Gesundheit

Referat 353

D - 5000 BONN 2 :

FRANCE

Ministére de | Environnement
DEPPR

14, Bd du Général Leclerc

F - 92524 NEUILLY-SUR-SEINE

Ministére de 1°Agriculture
DGAL T -
175, rue du Chevaleret

F - 75013 PARIS

24.
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SPAIN (provisional appointment)

Secretaria de Estado para las Politicas de.Agues
y Medio Ambiente ' '

Paseo de la Castellana 67

E - 28071 MADRID

JTALY (provisional appointment) .

" Ministero della Sanita

Via Sierra Nevada 60
1-00144 ROMA

NETHERLANDS

Ministry of Housing, Planning and Environment Protection
Directorate General for Environment Protection

Pocthiis 450

NL - 2260 MB LEIDSCHENDAM

PORTUGAL

Direccio Geral Qualidade Ambiente
Rua Sécuio 51-1"

P - 1200 LISBOA

UNITED KINGDOM

Department of the EnV|ronment
Rommey House

" 43 Marsham St.

UK — LONDON SW1 3P4

Health and Safety Executive
Baynards House

1, Chepstow Place

UK — LONDON W2 4TF

BELGIUM (Provisional appointment)

National Authorlties

Ministére de la Santé publique et de t° Environnement
Service d’Inspection de la Pharmacie

. Service d’Inspection des Denrées alimentaires

Institut d'Expertise vétérinaire

Ministére de 1°Agriculture

Service d’inspection des Matneres Premiéres.
Manhattan Center

21 avenue du Boulevard

B - 1210 Bruxelles

Flemish Region

Administratie Mitieu, Natuur en
Landinrichting ' '
Kunstlaan 43

B - 1040 Bruxelles
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Wallonian Regqion

Direction générale des Ressources naturelles
et de |’Environnement

Division de la Prévention des Pollutions
Avenue Albert 1, 187

B - 5000 Namur )

Brussels~Capital Reqgion .
Institut bruxellois pour ta gestion de
['Environnement

Avenue Louise 149

B - 1050 Bruxelles

Contact Point/Coordination:

Institute of Hygiene and Epidemiology
Biosafety rDNA and Biotechnology

J. Wytsmanstraat 14

B - 1050 Bruxelles

\ D



No L 105/26

- 26. 4. 94

Official Journal of the European Communitics -

(Acts whose publication is not obligatory)

»

COMMISSION

, COMMISSION DECISION
- of 15 April 1994

imcnding Council Decision 91/596/EEC concerning the summary notification
information format referred to in Article 9 of Council Directive 50/220/EEC

(94/211/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Communiry,

Having regard to Council Directive 90/220/EEC of 23
April 1990 on the deliberate release into the environment
of genetically modified organisms ('), and in particular
Article 9 thereof, C

Whereas the competent authorities appointed by the

"Member States have to send to the Commission a

summary of cach notification received under Part B of
Directive 90/220/EEC;

Whereas, in consequence, the Council esublished, by
Decision 91/596/EEC (%), the format of this summary, to

be used for the release of any type of genetically modified

organism (GMO); o

Whereas 2s a result of experience, and given that different
information is notified in relation to specific types of
GMOs, a revised format is necessary;

Whereas Decision 91/596/EEC should therefore be
amended by subdividing the summary notification fotmat
into two parts : Part 1 to be used for releases of genetically

T
() OJ No L 117, 8. 5. 1990, p. 15.
() OJ No L 322, 22 11. 1991, p. L.

“modified higher plants and Part 2 to be used for rcleases

of any other GMO;

Whereas the measures provided for in this Decision are in
accordance with the opinion of the committee provided
for in Artcle 21 of Diréctive 90/220/EEC,

HAS ADOPTED THIS DECISION :

Article 1
The Annex to Decision 91/596/EEC is replaced by the
Annex hereto. )

Article 2 )
This Decision is addressed to the Member States.

Done at Brussels, 15 April 1994.

.For the Comn'u’.:rio-n'
Yannis PALEOKRASSAS
Member of the Commission
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ANNEX --

PART 1

SUMMARY NOTIFICATION INFORMATION FORMAT FOR RELEASES OF GENETICALLY
MODIFIED HIGHER PLANTS (ANGIOSPERMAE AND GYMNOSPERMAE)

(in accordance wirh Article 9 of Directive 90/220/EEC)

Introduction

The Summary Notification Information Format for genetically modified higher plant seleases, has been

established for the purposes and according to the procedures envisaged by Arucle 9 of Dxtecuvc
90/220/EEC.

It is recognized that the Summary Notification Information Format for genetically modified higher plant
releases is not designed to contain all the information required for carrying out an environmental risk assess- .
ment The space provided after each question is not indicative of the depth of t.he mforrmuon required for
the purposes of the Summary Notificaton Informauon Format.
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A GENERAL INFORMATION

1. Detils of notification -

Notification number:

Date of scknowledgment of notification :

- Title of the project:

“

Proposed period of rel :

2 Nosufier

Name of institute or company:

3. Is the same GMPt release planned elsewhere in the Community (in conformity with Arncle §

ay?

Yes D No D Not knowm D

If yes, insert the country codefs) U 0 O

r

4. Has the same GMPt been notified for release elsewhere in the Communicy by the same
notifier ?

ch D No D

If yes noufication number:

.

B. INFORMATION ON THE GENETICALLY MODIFIED PLANT

1. Complete name of the recipient or parental plant
(3) family name : ’ ‘
() genus
{c) species
() cultivar/breeding line !
() common name ‘

2 Description of the traits and characteristics which have been incmd\;ced or modified,
including marker genes and previous modifications . .

3. Type of the genetic modificacion :
(a) Insertion of genctic material
(b) Deletion of genetic material
{c) Base substitution
(d) Cell fusion
(c) Other, please specify

ooooo
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4. In the case of insertion of genetic material, give the source and intended function of each
constituent fragment of the region to be inserted

S. In the case of deletion of genedc material, give information on the function of the deleted
sequences ’

6. Brief desciption of the method used for the genetic modification

C. INFORMATION RELATING TO THE EXPERIMENTAL RELEASE

1. Purpose of the release

2. Geographical location of the release site

'3. Size of the site (;n')

o
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PART 2

SUMMARY NOTIFICATION INFORMATION FORMAT FOR RELEASES OF GENETICALLY
MODIFIED ORGANISMS OTHER THAN HIGHER PLANTS

(in accordance with Asticle 9 of Directive 90/220/EEC)

v

Introduction

The Summary Notification Information Format has been established for the purposes and according 1o the
procedures envisaged by Anicle $ of Dircctive 90/220/EEC. ’

It is recognized that the Summary Notification Information Eormat is not designed to conuin all the infor- -
mation required for carrying out an environmental nisk assessment in the detail necessary for such an assess-
ment. The information entered should, however, adequately reflect (in a condensed foim) the information
submitted to the competent authority according to Articles S and 6 of Directive 90/220/EEC under the
conditions specified in the preface to Annex Il The space provided after each question is not indicative of
the depth of the information required for the purposes of the Summary Notification Information Format.
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D. Summary of the potential environmenml impact from the release of the GMPes

E. Brief description of any measures taken for the management of ﬁsks
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GENERAL INFORMATION

.

1. Details of notificacion

Member State of notification :

Notification number:

Date of acknowledgment of notification :

Title of the project:

Proposed pén'od of release: ' — : —

l 2 Notifier

Name of insutution or company:

. 3. GMO characterization

(a) Indicate whether the GMO is a:
viroid .
RNA virus
DNA virus
bacterium

- fungus

animal °

ooooooag

other, please specify

(b) Identity of the GMO:

4. Is the same GMO release planned, elsewhere in the Community (in conformicy with Article §
(my?

Yes [ No [J -Noclu-.m,DA

.. . ‘ ) If yes, insent t;hc country code(s) Ooo0ono

. 5. Has the same GMO been notified for release’ elsewhere in the Community by the same:
. notdifier ?

Yes I D No D

If yes:
— Member State of notification :

. -
—— Notification ber :

.l
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. INFORMATION RELATING TO ANNEX II
A Information relating to the recipicnt or parental organisms from which the GMO is derived

). Indicate whesher the recipient or parental organism is a:
viroid
RNA wvirus
DNA wvirus
bacterium

. fungus

animal

opooocoaoaao

other, please specify

: 2 Complete name

(1) order and/or higher taxon (for animals)
(1) genus

(1ii) species

() subspecies

(v) strain

(Vi) pathovar (biotype, ecotype, race, etcl)

(vi1) common name

3. Geograpbical distribution of the organism
(a) Indigenous to the country where the notification is made:

Yes D No D Not known D

.

() Indigencus 1o other EC countries :

-

@Ys D
1f yes, indicate the type of ecosystem in which it is found:
Atlam.i:: O Meditermnean L)
Asctic ' DO Continental O

No [ - Not known [J

©) Is it regularly used in; the country where the ooﬁ(ic;tion is made ?
v« O Nno O

{d) Is is regularly kept in the country where the notification is made ?

) Yes ] No D

*f
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o

4. Naiural babitat of the organism
M (a) If the organism is s microorganism

water
soil, free-living
soil in association with plant-root systems
in association with plant leaf/stem svystcms
in association with animals
other (spc.cify)

oooooo

A (b) If the organism is an animal:

natural habitat or -usual agroecosystem :

S. (8) Detection technigues

(b) Idensification technigues

6. Is the recipient organism classified under existing Community rules relating to the prolecrwn of
buman bealth and/or the entironment ?

Yes O No O

If yes specify:

7. Is the recipient orgam.m pathogenic or barmful in. any otber way (i ntludmg its extracellular
_ produces), either living or dead ?

Yes D ‘No D .

I yes:
(3) to which of the following organisms : )
. bumans i a - ) ’ )
animals O »
plants ' i O

(b) give the relevant information” specified under Annex I, point 11 (A)(11){d)
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8. Information concerning reproductson :

(s) Generation time in natural ecosystems :

(b) Generation time in the ecosystem where the release will take place:

{c) Way of reproduction:
Sexual O Asexual O

(d) Factors affecting reproduction :

9. Survivability
- (a) Ability to form structures enhancing survival or dormancy:
(1) endospores
(i) cysts-
(1)) sclerotia
{iv) asexual spores (fungi)
(v) sexual spores (fungi)
(Vi) eggs
(vi1) pupac
(viii) larvace

Ooooooooaao

(ix) other, please specify

{b) Relevant factors affecting survivability :

10. (a) Ways of dissemination ' ) .

(b) Factors affecting ‘dissemination

11. Previous genetic modifications of the recipient or parental organism already notified for release in the
country where the motification s made (give motification numbers)

o

e

-
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B. Information relating to the genectic modification

1. 7_',‘;»} of the genetic modification

(i) Insertion of genetic material

(i) Deletion of genetic material ~

(ii1) Base substitution
(iv) Cell fusion
(v) Other, please specify

v

ooooo

2 Intended result of the genetic modification

3. (3) Has a vector been used in the process of modification ?

Yes D No

O

If no, go straight to question 5.

(b) If yes, is the vector wholly or partially present in the modified organism ?

Yess O No

a

i no. go straight to question S.

4. If the answer to 3 (b) is yes, supply the following information:

(3) Type of vector

plasmid
bacteriophage
virus
cosmid
phasmid
. transposable element

other, please specify

ooooo

O
O

(b) Identity of the vector

(c) Host range of the vector
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() Presence in the vector of sequences giving a sclectable or identifiable phenotype

Anzibiotic resistance

Heavy metal resistance

0ooags
000z

Other, specify

- (c) Constituent fragments of the vector

(f) Method for introducing the vector into the recipient organism

(0] mnsformat‘s'on O
(1) elecuoporation

(i11) macroinjection

(v) infection

O
O
(iv) microinjection 3
O
O

(vi) other, pleasc specify

S. If the answer to guestion B3 (a) and () isno, what was the metbod used to sntroduce the ingert into the
recipient/parental cell ?

(i) transformation O
(i) microinjection O
(iti) microencapsulauon O
(iv) macroinjection 0
(V) other, please specify O

-

6. Information on the insers

(3) Composition of the insernt .

(b) Source of each constituent part of the insert . . .

() Intended function of each constituent pant of the insent in the GMO ‘
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{d) Location of the insert in the host organism

— on s free plasmid 0O
— integrated in the chromosome O
~— other, please specify g

(¢) Does the insert contain parts whose produét ot function arc not known?

Yes D No D

If yes, please specify:

C. Informaton on_the orgenism(s) from which" the insert is derived (Donor)

\. Indicate whether it is a:
viroid
RNA virus
DNA virus
bacterium
fungus
plant

animal

ocooooooa

other, please specify

2 Complete name Lo

" () order and/or higher taxon (for animals)
(ii) family name (for plants)
* (i) genus
() species
() subspecies
(4) strain
(vi1) cultvar/breeding line
(viii) pathovar

(ix) common namc
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3. Is the organism pathogenic or barmful in an) other way (including its cxlmallular produa:). either
living or dead ?

Y OJ No O Not known O

I, yes specify the following:

-

{2) 1o which of the following ‘organisms ?

humans D
animals . D

plants O

-

"(b) are the donated sequences involved in any way to the pathogenic or harmful propenties of the orga-
nism ?

Yes D No D Not known O

If yes, give the relevant information under Annex 1l, 11 A, 11 d:

4. Is the donor organism classified under existing Communiry rules relating to the pro!tmon of buman
bealth and the ensironment ? .

Yes D ' No O

I yes, please specify :

5. Do the donor and recipient organism excbange genctic maserial natusally 2

Yes D No D Not known D .

D. Information relating to the genetically modified organism
1. Genetic traits and pbenotypic characteristics of the recipient or parental organism wbich bave been
changed as a result of the genetic modificasion.
() Is the GMO different from the recipicnt as far as suresvability is concerned ?

Y« O Ne DI Not known [J
If yes, p!cas'c specify

e

%t
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() Is the GMO in any way different from the recipient as far as mode and/or rate of reproduction is
concerned ? ’ :

Yes D No D - ‘Not Imow‘n D

If yes please specify:

(c) Is the GMO in any way different from the recipient as far as dissemination is concerned 2

Yes O N O Not known O
If yes please specify:

2 Genesic stability of the genetically modified organism

3. Is the GMO pathogenic or harmful in any other way (in:};:ding its extracellular products) either living

or dead?
Y U No O Not known [J
If yes }
(3) to which of the following organisms?:
humans ]
animals O

plants . O

(b) give the relevant information specified under Annex 1L point II{A){(11)(d) and I1(C)(2) (i)

..

4. Description of identification and detection methods
(a) Techniques used to detect the GMO in the environment

(b) Techniques used to identify the GMO
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E. Information relating to the release

1. Purpose of the release

s . 2 Isthesite of the release different from the natural babitat or from the ecosystem in which the recipient
organism is regularly wsed, kept or found ?

Yes 0o - No O
If yes please spccify: .

3. . Information concerning the release and the surrounding area

{s) Geographical location (administrative region and where appropriate grid reference):

(b) Size of the site (m?):

() actual release site (m?): '

(i) wider release area (m?):

(c) Proximity to internationally recognized biotopes or protected arcas (including drinking water reser-
voirs), which could be affected -

(d) Flora and fauna inéluding crops, livestock and migratory species which may potentially interact with
the GMO: . .

4. Method and amount of release
(a) Quantiies of GMOs o be seleased:

L4

. " @) Duration of the operation:

.

K3

. {c) Methods and procedures to svoid and/or minimize the spread of the GMOs beyond the site of the
release : ; ' .
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F. Interactions of the GMO with the environment and potential impact on the environment

1. Complete name of target organisms
(i) order and/or higher taxon (for animals)
(i1) family name (for plants) .
(i) genus ’
- (iv) species
. (V) subspecies
' {vi) strain
{vii) cultvar . i
(vii) pathovar : L
(ix) common name ‘

2. Anticipased mechanism and result of interaction between the released GMOs and the target organism

3. Orher potentially significant interactions with other organisms in the enrironment

4. Is post-release selection for the GMO likely. to occur?
Yo [ No O Not known O

If yes give details:

5. T5pes of ecosystems to which lbe GMO amld be disseminated frvm the site of release and in which it
could become establisbed .

6 C&mplm ‘name of non-targer organisms which may be effected unwittingly

. (3) order and/or higher taxon (for animals)
(ii) family name (for plants) -

. (ii) genus - .
: ’ (iv) species,
(9 subspecies
(Vi) strain
(vii) cultivar
{viii) pathovar ’ Y .
(ix) common name . )
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7. Likelibood of generic :xcbangt in vivo
{a) hom the GMO 10 o'.hct organisms in the tc!case ecosystem

() from other organisms to the GMO:

8. Giwe references 2o relevant results from studies of the behaviour and characteristic of the MO and its
ecological impact. carvied out in simulaied natural mwmnmcnu (c.g mxmm etc)

G. Informaton relating to monitoring

1. Methods for monitoring the GMOs

2. Methods for monitoring ecosystem effects

3. Methods for detecting h:an:ﬁr of the donated genetic material from the GMO to otber organisms

- 4.. Spatial extent of the monitoring area tm’) - . T

S Duration of the monitoring

6. Frequency of the monitoring
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H. lnformation oo post-releasc and waite treatment

1. Post-release treatment of she site

2 Post-release treatmens of the GMOs

3. (a) Ipe and amounst of waste generated

() Treatmens of waste

- L Informadon on emergency response plans

1. Methods and procedures for controlling GMOs in case of unexpected spread

2 Metbods for decontamination of the areas affected

-3. Methods for disposal or sanitation of plants, animals, soils etc that were exposed during or dfter the
spread ) .

4. Plans for protecting buman bealth and the-environment in case of the oceurence of an undesirable effect
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CCMMISSION

COMMISSION DECISION
- _ of 11 February 1992

concerning the summary nodfication information format referred to in Amdc'
12 of Council Directive $0/220/EEC

. (92/146/EEC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
Economic Community,

Having regard to Coundil Directive 90/220/EEC of -

23 April 1990 on the deliberate release into the environ-
ment of genetically modified organisms ("), and in par-
ticular Article 12 thereof, -

Whereas the competent authorities appointed by the
Member States shall forward to the Commission dossiers
for notifications received under Part C of Directive
90/220/EEC ;

Whereas each dossier forwarded to the Commission shall
include 2 summary of the notification ;

Whereas the Commission is required to establish, before
23 October 1991, the format of this summary;

Whereas the pro\nsnons of this Decision have received the
favourable opxmon of the Committee of Member State
Representauves in accordance with the procedure laid
down in Article 21 of Directive 90/220/EEC,

() OJ No L 117, 8. 5. 1990, p. 15

HAS ADOPTED THIS DECISION :

. Article 1

The competent authorities appointed by Mcinbcr States
under Directive 90/220/EEC must use the annexed

‘Summary Notification Information Format when sending
- to the Commission’ the summary of a notification

received, as specified under Part C of Dxrecuve
90/220/EEC.

© Article 2
This Decision is addressed to the Member States.
Done at Brussels; 11 February 1992.

For 'tbe Commission
Caro RIPA Di MEANA

.Member of the Commission
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ANNEX

SUMMARY NOTIFICATION INFORMATION FORMAT FOR PRODUCTS CONTAINING
GENETIALLY MODIFIED ORGANISMS (GMOS)

in accordance with Article 12 of Directive 90/220/EEC

INTRODUCTION B

The present document is designed 10 serve .as the format of the summary of the dossier submitted to the

Commission for the placing on the market of & product conuining GMOs (Part C, Asticle 12 (3) of Directive .

90/220/EEC) and does not prejudice the provisions of Directive $0/220/EEC.

. The summary notification information format for products containing GMOs when completed wil_l contain 3

summary of the information entered under the corresponding points of the full dossier. It is, therefore,
recognized that the risk assessment stipulated by Directive 90/220/EEC, Article 12, cannot be carried out on
the basis of the summary. .

A GENERAL INFORMATION

1. Details of notification

(3) Member State of notification ' : :

(b) Notification number

{c) Name of the product (commercial «... other names) ’

(d) Date of acknowledgement of notification

2 No!x'fier)mém«faaur&/imponer

(2) Name of notifier

(b) Address of notifier
{c) The notifier is:

domestic manufacturer

oa

importer
(d) In case of import

(i) Name of manufacturer

(i) Address of manufactu~: : :

3. Characterisation of the GMOs contained in the product

Indicate the name and nature of each type of GMO coruined in the product

4. General description of the product
(a) Type of product

(b) Composition of the product ' .

5.3.92
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(c) Specificity of the product

@ Typcs.of users

.

" ‘(e) Exact conditions of use and handling

() Geographical areas for which the product is intended

(®) Type of environment for which the product is suited

(h) Annual estimated production in and/or imponts into the Community

S. Has the combination of GMOs contained in the product been notified under part B of Directive
$0/220/EEC? ’ -

v a ’ . No a e o ’ o

" - () It yes, give country and notification number:

(ii) If no, refer to risk ;nalysis data on the basis of the elements of Part B of Directive 90/210/5f5C. .

6. Is the product being $imultancously notified to auothber Member State ?

Yes a . No a
If yes, please specify )
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7. Has anotber product with the same combination of GMOs been placed on the EC markes by another
" notifier? - oo

Yes 0 No o ) Not krown
W yes plesse specity - | s .

8. :Infomsaxion on veleases of the same GMOs or of the same combination ofv GMOs previously or -

currently notified and/or carried out by the notifier either inside or outside the Community

. 9. Specify instructions and or recommendations for storage and handling : )

10. Proposed packaging

11. Proposed labelling

12 Measures to take in cas¢ of unintended release or misuse ‘ :

Y

13. Measures for waste disposal and treatment
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B. NATURE OF THE GMOS CONTAINED IN THE PRODUCT

INFORMATION RELATING TO THE RECIPIENT OR PARENTAL ORGANISM(S) FROM WH!CH
.- ’ _THE GMO IS DER!VED o .

. : 14. Sdentific name and otber names .

1S. Pbenotypic and genetic traits

16. Geograpbical distribution and maturat babitat of the organitms

17. Genetic stability of the organism and facors affecting it

18. Potential for genetic transfer and excbange with other organisms

19. Information concerning reproduction and factors affecting it

20. Information on survival and factors affecting it

21. Ways of dissemination and factors affecting it
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22 - Interactions with the environment Vo

23(s) Detection technigues

: 23 (b) Identification techmigues

’ 24, Classification under existing Community rules concerning the protection of buman bealth and/or the
environment e

25(a) Pashogenic characteristic

25 ®) Other barmful characteristics of the organism living or dead, including its extracellular products

26. Nature and description of knoun extrachromosomal genetic elemenis

27. History of previous genetic modifications
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INFORMATION RELATING TO THE GENETIC MODIFICATION

28. Metbods used for the genetic modification

:

. . 29. Cbaraaeristics of the vector

"(3) Nature and source of the vectog

(b) Description of the vector construction

© Genedc map and/or restriction map of the vector

(d) Sequence data

{c), Information on the degxiec to which the vector contains sequences whose product or function area is
not known ’

() Genetic transfe. .:.a,,..l;ilitic of the vector

(8) Frequency of mobilization of the vector

(h) Part of the vector which remains in -the GMO

30. Information on the insert

'(2) Methods used to construct the insert
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() Reswriction sites

'(c) Sequence of d:e insert

(d) Origin amd function of each constituent part of the insert in the GMO

(¢) Information on the degree to which the insert is limited to the required function

() Location of the insert in the GMG

INFORMATION ON THE ORGANISM(S) FROM WHICH THE INSERT IS DERIVED (DONOR)

31. Sdentific and other names

32(a) Pathogenic characteristics of the donor organism

32(b) Other barmful characteristics of the organism living or dead, including its extracellular producs

.

33.  If the door orgamrm bas any palbogcm( or barmful :baratteruua, indicate whether the donated
sequences are in any way involved in them

‘
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34. Casification under existing Commaunity rules relating to the protection of buman bealib and the
environment

3s. lPotam'al Jor natural exchbange of genetic material bet;xm the donor(s) and recipient organism

INFORMATION RELATING TO THE GMO(S) CONTAINED IN THE PRODUCI‘

36. Description of genetic traits or pbenotypic cbaraaenmcs and in particular any new traits and
chbaraaeristics which may be ea.?rcmd or no longer expressed

37.  Genetic stability of the GMO

38.  Rate and level of expression of the new genetic material

39.  Adaivity of the expressed proteins

40 (3) Description of detection techniques for the GMO dn the envivonment
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40(b)‘D¢sm'pliqn of identification techniques

41. Health considerations -
(3) toxdc or allergenic effects of the non-viable GMOs and/or their metabolic products

{b) product hazards

(<) comparison of the GMO with the donor, recipient or parental organism regarding pathogenicity

(d) apacity for colonization

() If the organism is pathogenic to humans- who are immuno—cbmpctent. supply the information
specified in Annex II, Pant I C 2 ())(v)

INTERACTIONS OF THE GMO WITH THE ENVIRONMENT

42 Survival, multiplication and dissemination of the GMQ(s) in tbe environment

43. Interactions of the GMOs with the environment

44. Environmental impacts of the GMO(s)
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C. PREDICTED BEHAVIOUR OF THE PRODUCT

-

1. ENVIRONMENTAL IMPACT OF THE PRODUCT

* 2 HUMAN HEALTH EFFECTS OF THE PSODUCT .

- N

D. INFORMATION RELATING TO PREVIOUS RELEASES
L. HISTORY OF PREVIOUS RELEASES NOTIFIED UNDER PART B OF THE DIRECTIVE

1. Notification number:

2. Release site:

3. Aim of the release:

4. Duration of the release: : :

S. Duration of post-release monitoring :

6. Aim of post-release itoring :

7. Condclusions of post-release monitoring :

8. ‘Results of the release in respect to any risk 10 human health and the enviranment (submitied. to the

competent authority according to Anticle 8 of Directive 90/220/EEC):
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IL. HISTORY OF PREVIOUS RELEASES CARRIED OUT INSIDE OR OUTSIDE THE COMMUNITY

L. Release y: .

2. Awbority oversecing the release:
3. Release site:
4. Aim of the release: .
s. bupm’ou of post-release itoring : -

6. Aim of post-release monitoring :

7. Condusions of post-release monitoring :

‘8. Results of the release in respect to any risk ro buman bealth and the environment : . IS

IIL HISTORY OF PREVIOUS WbRK RELEVANT TO RISK ASSESSMENT PRIOR TO COMMERCIALI-
) ZATION
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X1/619/91-Rev-.3

GUIDANCE NOTES FOR THE NOTIFICATION FORMAT
’ FOR PRODUCTS CONTAINING GMOS

(Article 12 of Directive 90/220/EEC)



{

" The present. notes are intended to clarify and explain certain points of )
the Notiflcatlon Format for products containing GMOs (Doc.. Xl/620/91-;2

’ fin) thus providlng guidance and facilitating its complet!on.,

64



h 1
b tate of notification: Please use the standard country
codes. . o -
Belgium B_ . C qtaly . o
Denmark, DK Luxembourg L
- France F ‘ Netheriands - NL-
lreland {RL ; ; Portugal P
Germany O Spain E
Greece EL . United Kingdom UK

Notification number:

it wilt be glven by the Competent Authority and for products it

should be preceded by C - for example C35.

Ppragragh 2

<)

Nature: For each type of GMO included In the.producf, indicate what .

{7 the notifier is neither a domestlc manufacturer nor an lmporter,
please indicate his function.

raph 3

- Name : For each type of GMO included in the product, need only include

the name of the recipient or parental organism(s)  with

" indications of the modified genetic function(s) and of the

donor organusm(s).

type of biological entity the GMO is: viroid, RNA virus,. DNA
virus, bacterium, fungus, plant, ‘animal, etc.

Paragraph 4

a)

b)

c)

“d)

indicate whether the product is a vaccine, pesticide crop blant
ornamental plant, bioremeZii<ion agent, d!agnostic reagent, food or
food ingredient, etc.:

information on the physica! form in which the product exists under -

the conditions of packaging and use (e.g. powder, aerosoi. when

. appropriate, solution, solid crystalline, etc.), as well as
information on the physiologlcal form (e.g. seeds...), may be’

entered here.

In addition to the information entered under paragraph 3
(concerning the GMOs), give information on the additives or other
components contained in the product. .
Enter the particular properttes.of‘the product concerning its use
(e.g. toxic action on a parti¢ula( group of Dyptera).

Indicate whether the product will be used in industry, agriculture,
skilled trades, contained . facilities, State Agencies or by
consumers, etc. If there are multiple users this should be Stated.
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€) Amongst other relevant {nformation, here can be enterted the -, .

frequency and method of application, dosage, measures to protect’f‘

‘the user (if applicable), organisms on which the product is used,

and restrictions of use (e.g. not to be used in wlnter. in drought .

rainy season, etc.y.

g) You may select from the llst below for the general descrlption of .
the environment for which the product is sulted. A _detailed

description could be annexed.

-
6.

7.

10.
1.
12.

13.

Agricultural tand, forestry and horticulture-
Contaminated tand

Mines

"tndustrial fermentors

Laborator ies

Parts of bultdings (e.g. cooling towers)
Animal farms

Flsheries (freshwatér. coastal)

Marine environment

Recreation areas

Medical! and veterinary practice

Food for general use

Others

caragrapoh §

i) Reference to part D, subpart A may be made

i) Reference to part D, subpart C may be made

Péragragh 7

The question refers to other products (with different commercial names
_placed on the market by another notifier), which, though, contain the
same combination of GMOs.

.Paragraph 8

. The following could be of relevance here: ' _ .

- Information.on whether the product was ever withdrawn from the
market of a country outside.the EEC for reasons of safety.



‘=" Information on whether the product is already on the market of a.

country or countries outslde the EEC.

- lnformatlon on whether the product has been rejectcd in a country .

outside the EEC for reasons of safety.

fagraph

This must be appropriate so as to avoid unlntended release of thq GMOs o
durlng storage or at 'a later stage. : -

Paragraph 11

This must include, at least In summarised form, the ‘Infbrdaf[on

referred to in points A.1, A.2, A.3, B.1 and B.2 of Annex (1l A.

égragrggg 13

The question is applicable for some products only. Some .exgmplgs:-’

vaccirss, biopesticides, and bioremediation agents.

8. !!EBE§_QE_IHE_§!Q§_QQNIAINEQ_lﬂ_IHE_£B§2HQI

VATJON RELATING YO THE E

Paragraphs 14-27 concerii essential information on the biology of the

recipient or parental organism(s) prior to genetic modification. . .

Recipient are the organisms which undergo a genetic modification (for
instance, by Introductlon of a “foreign" gene transferred to them from
a donor).

Parental are -the organisms which largely contribute to the genbme of

the GMO. Parental organisms are those used in cell fusion experiments .

wherc the canome of the GMO is a hybrid of the genomes of the two
parental organisms, neither of which can be consisted as recipient or
donor.

Paragraph 14

Give sufficient information to accurately describe the organism: order

or higher taxon (for animals), family (for plants), genus, speties, .

subspecies, strain, serotype, cultivar, pathovar (biotype, ecotype,
race, etc.) and common name. As much as possible reference to
taxonomic literature should be made. :

) Péragragh 15

\

Phenotypic or genetlc markers that can be used to distlnguish the
organism, from natural close relatives magy be entered here.
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Ot.her Infornatlon which may be entered here, iIf relevant:

- Restr!ctlon and/or genetlc map when the reclplent or parental

organism is a vlrus.\

= Main restrlctlon sites, rolevant genetic and phenotypic traits for

~afl other organisms.

Paragraph 16 _ o -

7

‘The .{'nfomat!bn on natural habitat -could include mentioning of
parasites, competitors, symbionts and hosts.

ragraph

‘The extent and nature of any. genetic Instabillty In the organism and

the conditions under which the stability of the organlsm is known to be
affected may be entered here. :

ragraph 1

'Descrlbe whether the orgahlsm is able to transfer or exchange genetic °

- information with other organisms, e.g. conjugation, cross-pollination,
cross fertilisation or other forms of genetic transfer. iIn many

"instances, understanding will be incomplete, so summarise the present -

state of knowledge.

Paragraph 19

Describe how. the organism is able to reproduce itself and if by more
than one mode, indicate their relative importance. The relevant

factors affecting the mode and rate of reproduction, could be
indicated.

Paragraph 20

The survivat forms of the organism, the time scale of survival

(e.g. years for seeds or spores) and the retfevant factors affecting it
may be entered here.

Paragraph 21

Describe how the organism can spread In the environment and the

refevant factors affecting dissemination. -

Paragraph 22

‘For - microorganisms, {in particular, their involvement in main

environmental processes such as primary production, nutrient turnover,

decomposition of organic matter, respiration, etc., could be: entered
‘here. . )
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paragraph 23

The - sensltlvlty. reliablility and specificity of the "detection and‘

ldentlflcatlon tecl\nlques should also be given here.

-
.

W

ReleQént cdmmunlty tégistation is the following:

-  Directive ggLnglg C on the - protection of workers .from risks

related to exposure to blologlcal agents at work;

.- Dlirective 77/93/EEC ‘on ‘the protective measures agalnst: the

. introduction into the Member States of organisms harmful to plants
- or plant products. as amended until now;

- — pirective ﬂygzzgeg on anlnal health problems affecting lnt'ra-:_

OOmmunlty trade ln bovine anlnals and swlne-

- Dlrgctlve 64[433[55 on health problems affecting intra-Community
t-ade in fresh meat;

- Directive 71/118/EEC on health oroblems affecting lntra'-COnmunlty,

‘trade in poultry meat;

- . Directive 72/462/EEC on health and veterlinary .lInspection problems
upon Importation of bovlne animals and swine and fresh meat from
third countrles. .

- lrectlve 82/894/EEC on the notification of animal dlseases wlthln-

the Community;

~ Directive 90/426/EEC on animal health conditions governmg the
movement and import from third countrles; :

- Dlrectlve S1/67/EEC concerning. the animal heaith conditions
governing the placlng on the market of aquaculture anlmals and

products.
- lrectlve 91/68/EEC on animal health condltions govern.ng intra-

.- Community trade in ovine and caprlne animals;

— Directive 91/69/EEC amending Directive 72/462/EEC on healith and
veterinary inspection probiems upon importation of bovine anjimals

and swine,. fresh meat or meat products, in order _;o include ovine -

and caprine animals;

- Quncil Decision 90/424/EEC on expenditure in the veterinary fieild.
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Par ggragh 25

a) Descr(be whether the organism ts pathogenic to any other organ!sm
and glve information on infectivity, virulence, host-range, ablitity
to colonise other organisms. Also, indicate whether the partlcular
recipient or parental organism Iis.a vector of a pathogen or can

activate latent viruses, which Is of importance, in case it has a°

wide host range with possibility to cotonise other organisms.

b) The question re}ers to ordanisms.' which ll#ing or dead, have
harmfut effects. Glve . iInformation on toxlgen%clty and

allergenicity (e.g. type of toxin produced and organlsms affected).

Paragraph 26

' The question retated to the particutar genotype which served as the

reciplent or parental organism and not to the species to. which {t

belongs. The question does not concern mitochondrial or chloroplastic

DNA. {t can, however, concern viruses, viroids, transposons and
indigenous plasmids. - .

Paragraph 27

The information is required only if the recipient or parental organism .

.is already a GMO.

lNFQRMA!!Qﬂ RELATING TO THE GENETIC MODIFICATION (paraéraphs 28-30)

“Vectorg' may be RNA or DNA sequences used for introduéing the insert

tnto the recipient organism.

*“insert® means all the sequences derived from the donor organism(s) and
those of the vector which remain In the genome of the modified
organism. (n the case of plasmids or plasmid-  derived vectors, the
insert comprises sequences from the donor organism(s) and those
sequences of the vector which are useful or necessary for that
particular genetic modification. ' .

“Cbngtituent part of the “"insert® means any segment of DNA or RNA which
- either plays a role in DNA replication or gene expresion (e.g.

regulatory genes, .enhancers, promoters, etc.), or codes for structural

proteins.

Paragraph 29.

a) Give information on the nature of the vector (plasmid,

bacterlqphagé, virus, cosmid, phagemid, transposable element, etc.)
and its source.

'b) Indicate the components of the vector and the organusms that
contributed DNA sequences to it.

e) The retative poslition of these seQuences shoutd be shown on the
restrlctuon map.
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g) The frequency of mobilization of the vector, when available, should

be given tosether with the Oxperlmentat conditions for measuring
it.

h) The question concerns the cases When part of the vector remains in
' ,the GMO unintentionally. . ) . ;

A .r‘ raph 0 ,
d) For each constltuent part of the’ lnsert -indlcate its organism of
.origin. , )

'e) 1f the insert is not limited to the required function, indicate the
"~ tength of the extra sequences, their relative position to the other
constltuent parts and thelr possible functlon. :

1) Relevant lnformatlon. uhich may be entered here:

K

C - number of coples lnserted-
- number of lnsert1on sites;
- number of functional coples ?ﬁaértad;
- location of the insert in ihe GMO. Information on whethef 1ﬁe )
insert is located on a free plasmid or whether it is integrated

in the chromosome. The exact position of the insert. in the
chromosome is not required here.

INFORMATION ON THE ORGANISM FR whl E__INSERT 1| DERlVEb
(paragraphs 31-35)

‘This sectlon should be fiiled in for each of the donor organisms glven
in paragraph 30d.

ragraphs 31, 34

The notes of the corresponding paragraphs 25, 24 apply here.

Parggraéh 32

The ‘notes of the corresponding paragraph 25 also apply here' provided .
the donated sequences are in some way linked to the pathogenic or
harmful characteristics of the donor organlsm.



ANEORUATION _RELATING YO _THE_GMO(S) CONTAINED_ N THE PRODCT

(paraqraphs 36-44)

This section should be fitled in for each type of GMO contained in the |

product accordlng to paragraph 3. page 4.
ragraph

B Descrlbe how the introduced or deleted genetlc materlal modifles the
phenotype of the organism. .

. Paragraph gi

The question relates to the .genetic stabillity of the insert in the GMO
"and the degree to which the introduced or deleted genetic material
affected the stability of other - genes in the organism. Particular

attention should be paid to the extent tO'whlch the formu!ation and use
of the product affects stability.

This should be examiried in both the GMO obtained initially and the

final GMO product after development through large scale culture
. fermentation stages or through all propagation phases of transgenic

plants.
Paragraph 38

‘Give approximate expression levels of all genes inserted in the GMO, at
mRNA and‘protein fevel.

{f the Inserted genes are expressed only in certain parts of the
organism or during particular stages of its development, data on this
specificlity of expression should be provided.

Pafagragh 39

The question concerns the blglgglggf activity of the proteins. For
example, enzymatic, hormonal or physiologicatl activity.

Paragraph 40

Describe how the GMO can be detected in the environment and how it can
be identified. The sensitivity, reliability and specificity of the
detection and identification techniques should aiso be given.

Paragraph 41

‘a) JYoxic effects: This covers effects on all classes of organisms;'

Allergenic effects: this covers effects on all vertebrate animals

(including humans).

b) The product hazards refer to effects on the biotic and ab4ot|c

natural environment.

2.



¢€) Amongst others, a factor that could be taken into account here |s
the potential pathogeniclity of the vector (if the vector remains in

the GMO). The term pathogenicity here covers effects on aly

classes of organisms.
d) Thé quésflon concerns the capacity of the GMO for colonisation of
" -other organisms present in the environment, rather than its
capaclty for establishment in the environment.

Paragraphs 42, 43, 44

Give a synthetic presentation of “the respective results and/or

conclusions obtained from: - the experimental releases or any other

. relevant testing work. Particular reference should be made to any data .
.or results iIndicating differences between the GMO and the recipient or

parental organisms. More speclfically.

Paragrash 43

Amongst others, the. information shoutd also cover the following
aspects: gene transfer, genetic stability in the environment, habitats
where the GMO(s) could become established and significant interactions
" with other organisms in the environment. '

Paragraph 44
Amongst others, the information shoutld also cover the-  following

aspects: selective advantage in the environment leading to excessxve
population growth and effects on non-target organisms.

PART C

Enter under this part the pfedlcted environmentat (A) anc -tuman healith’

(B) impact of the product taking into account the overall composition
of the product and its use.

PART O -

Sub;gari A has to be filled in for each experimental release, carried-

" out under Part B of Directive 90/220/EEC, of the GMO(s) contained in
the product.

Sub-part B has to be filled in for experimental or .other releases of

the GMOs contained in the product, which were carried out inside or

outside the -Community and were not covered by part B of Durectwe
90/220/EEC. .

Sub-part C has to be filled in for any other work réleVaqt' for

assessing the risk of the release of the product.

3.
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STATEMENT OF THE COMPETENT AUTHORITY

concerning Notification
N ' (notification number) o
submitted according to Article 12.3 of Directive 90/220/EEC.
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Pl Y

' The' present statement is transmitted to the -Commission of the

7s.

European Communities In accordance with Article 12 of Dlr-ec‘tllve-l

90/220/EEC by the ) Competent Authority in
o ' (Member State) )
connection with the notification numbered

(notification number)

" -which concerns  the placing” on . the -~ market  of

(commercial name of product)

’ -.There arem : - annexes at{achéd to this notification. They are - -

numbered- in accordance with the corresponding entry number in this

. dossier. The ltems which the notifier wishes to have considered as

conflidential and have been accepted as conflidential by the .CQmpet_e'nf

Authority are properly marked in this dossler.

According to Article 12.3 of Directive 90/é20/EEC, the .Competent

Authority accepts the reasons given by the notifier for not supplying -

certain information specified in Annexes 1l and ({IB in accordance

wl-th.the preamble to Annex (! and Article 11._

The mmpeteht Author"ity broposes to consent to the placing on the'

market of the product under the foliowing conditions:’

Signature:

Name and position of the
responsible official(s):



No 1. 133/5€
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Olf':cia! }o"m“ of the Eumpcm CO."I:“::;R:GC) K

L COMMISSION DECISION
; of 21 May 1957

ccncemmg = dist o‘ Community legislation referred to in Article 10 of Council
Directive 90!2.0IE:C :

| (S1/274/EEQ

THE COMMISSION OF TRE EUROPEAN G)WUNR‘!ES.

“Having regard 10 (!tc'l'tca‘yesublchmgthc&mpan
E.onomic Community, .

‘Having regard to Counct " Directive 90/2.0/EEC of 23
April 1590 on the deliberate telease into the enviroament

- of gcccnallf modified orgmxsms('). and in particular
Artide 10 thercol, .

Whetess the Commtmon s mqm:ed to csabhsh. before
“the end c!a\p‘i' 1991, a Est of Community legislation
which provides for a spesific environmental risk assess-
ment, similar to that 1id dovm in Dicective $0/220/EEC

.3 fegards prodics ;

Whereas the Commission has eximined the Commamity
legisizzioa in $orce 2ad has not 1c<'n.tﬁcé any such lcg: -
. Luon' )

W‘hc'c:s ¢his list il be re-examined pesiodically and, 2s -

© negessory, revised:

Wherzss the sacasares provided for in this Decision are in
2ccoréance with the cpZ:Zor of the Committee cf
Member States seprescnutives in acco'dzmc with the

‘procedure  laid down ia  Artcle 21

of Dizective
90/220/EEC, .

HAS ADOPTED THIS DECISION :

Article 1

At.the date of this Deciston. there is no Com-mmt)
fegistation in force whick provides for a spec:f' ¢ eaviren-

‘mental tisk assessment of products which is sxm‘lar (J

that laid down in Dicective 90/220/EsC.

An’:{k 2
This Decision is 2ddressed 20 the Member States.

‘Dene 3t Brussels, 21 May. 1991.

For the C;Jmm:'m'on
Cardo RIPA DI MEANA

Zember of the Commiissicn

“
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: PﬁbCEDUﬂé FOR CIRCULATION OF NO*IF!C&TIONS
~ - SUBMITTED UNDER DIRECTIVE 90/220/EEC

The procedures outiined below are designed to allow for the .secure

clrculation of notifications or summaries which contain confidential
" information.” White it is recognised there may be cases where there lis
" no confidential Information Involved, the Commission intends to foliow

the same procedure to avoid confysion and recommends to Competent
Author:tles to do the same.

1. dure omber - St ding tifications (or

1.1.  The Competent Authorities send the notification .to - the
' Commission via the . Permanent Representation of their country,

for the attention of Mr. G. DEL BINO. The notification should "

be in an envelope within an envelope, and sealed with special
tabels, mentioning Directive 90/220/EEC (these wilil be shortly
available from DG XI).

1.2 A fax should be addressed to the Commission (Mr. DEL BINO) from

the ‘C.A. indicating that the notifications have been sent
(fax n°: 00-32-2-299.03.13).

1.3 When the notification contains confidential information, this

' should ‘be clearly indicated. The confidential items/
paragraphs/documents should be eass ly ldentifiable by means of
a stamp, or a cover letter.

1.4 ’ Notlf.lcatlons and/or notification summa;'_ies should be clearty
numbered us)ng the EC number ing system outlined under point.S.

1.5 'An.y addition'al. information concerning a particullar release
should be sent to the Commission using the same procedure.

2. _Procedure for circulation by th ission:.

2.1 on receiving the notification, the Commission indicates da.t‘e of

receipt on the document and numbers the pages received. It
acknowledges recelpt of the document by.fax to the CA: from whom
the document has been received, indicating the date of
.circulation to other CAs. )



2.2 . Before circulation, the notifications are marked with the date
of sending and are transmitted to the C.As In an envelope
inside an envelope addressed to the Permanent Representation in

B8russels, and ‘marked for the attention of the appolinted C.As. -

.The envelopes are sealed with special, easily identifiable

78.

- labels, mentioning the.Directive. A numbered cover.note inside .

‘.the envelope ldentifies the items contained and helps keep
“track of the notlflcatlons circulated.

2.3 The Commission sends.a telex/fax to the C.A. indicating that
_the notification has .been sent to them on a particutlar date.
The circulation will be carried out as soon as. possible and
wili normally not exceed 3 working days.

3. . r ¢ the C.A. ivi tification

3.1 Acknowledgment of receipt. must be sent bﬁ" fax/telex to the o
’ Commisslion, lIndicating date of receipt (for the attention of

Mr. G. del Bino). ([t is-important that this Is sent..

-

3.2 Comments on- the notiflcation/ndtlfication summary should be

sent either to the C.A. concerned with a copy to the Commission
(Mr. G. del Bino), or to the Commission directly within 30 days

" from the date of circulation by the Commission. The Commission
wil! forward immediately any comments received to the :C.A.

concerned, and will, as appropriate, eventually circulate the
comments to other C.A.s for information.

‘ 1f the comments concerning a notification contain confidential
information, they must be sent by sealed letter via the
Permanent Representations. For non-confidential notifications,
the comments can be sent by ordinary mail or fax.

4. Number i t for ification

For-part B notification, this is

B/(couniry code)/(year)/National Ref. No. (4 digit) and (optioﬁally)
a letter, if used in the national system

For part C, the scheme is the same, but B is replaced by C.

Examples: (Part B) B/NL/91/5 A (Nether lands)
Examples: (Part C) C/UK/82/1 (UK)

“u



GSIDANCE ON INFOMT!ON NOT T0 BE KEPT muom:n
. o UNDER DIRECTIVE 90/220/EEC : :

L Xue191-fin -

9.

Directive. 80/220/EEC on : the Deliberate Release of .GMOs to  the ,ﬁp
.environment foresee a.' system <for identifying -‘and  ‘protecting - :
- " confidential information while at the same .time it foresees thag in the. "
interest. of transparency, a certain amount of basic information cannot -
‘be kept confidential. The Directive does not foresee whether
_information -is made available active'y or not. It should be noted that
"a considerable amount of Information concerning -specific GMOs .and - -
releases is publicly avaitable in sclentlfic {iterature, but especlally“

in the patent-applications which are often published prior to or at thsﬂ_

same time as releases are made.

As ‘regards -confidentiality. Articles 19.1, 19.2 and 19.3 .of the

Directive establish a procedure whereby, following a dialogue between

the notifler and the authorities, certain information can be agreed to
be confidential, if there is a request from the notifier and if there
is verifiable justification. It is implied that information cannot be
automatically considered or accepted as confidential, and in -practice
in most cases it is expected that little information will be of a
confidential nature. :

Upaer Article 19.4, a number’ of items are |csted as the information

which the applicant and. the authorities cannot keep confldenttal

These are:

- Descrlptlon of the GMO or GMOs, name and address of the novifier,
purpose of the release and‘location of release.

- Methods .and plans for monutoring of the GMO or GMOs and for-. '

emergency response.

- The evaluation of foreseeablie effects, in particular any pathogenlc
and/or ecologically disruptive effects.

As 'regards thls .minimum set of information whjch'-spnnot ‘be keptl

confidential, a number of experts have repeatedly expressed the. wish to
discuss further.what is meant by Article 19.4 and a first exchange of
views took place at the meeting of National Experts in October 1991,
Even though it is up .to the.competent authorities to examine, ‘on .a
case-by—case basis, confidentlality, it was felt -that some guidance
would be useful for interpreting Article 19. 4, .ih order to avoid

divergent national approaches -



This. guidance is . intended to assist in the understanding and
implementation of _the Directive. It is not intended to be an

authoritative lnterpretatlon of the Dlrective. such lnterpretation can

only be made by the European Council of Justice.
B.- mmm_m_mmmnm

. 4t should be -emphasised that It 1is in the discretion of the

authorities, in consultation with the applicant to discuss what is .
- really confidential, as outlined under Article 19.1, 19.2 and 19.3 and

what (s not, with due respect to Article 18.4 of ‘course. ‘What must
also be made clear Is that once a competent authority has agreed with a
notifler on what ts to be kept confidential, no other authority has the

‘right to disclose this Information, .as indicated under Article 19.1.°

If another Member "State authority feels that the provisions of Article
19.4 have not been respected, then a complaint should be sent to the
Commission for non—compliance with Article 19.4. In such cases, the
‘"Commission s obliged to investigate the matter, in diatogue with the
. competent authority responsible for the classification of information,
and clarify whether Article 19.4 has been breached or not. In cases
where, for whatever reason, the notification is Withdrawn,
‘confidentiality must be respected, as outlined in Article 19.5.

Taking each point under Article .4 in turn, the following more
‘detatled guidance is suggested for discussion. As noted earlier. in
this paper, it shouid be kept in mind that a very large amount of
‘information, often much more than outlined in Article 19.4, is often
publicly avaitable. 'Nevertheless, the information provided should not
prejudice the possibility of patenting. )

1. ‘Descriptlon of the GMO or GMOs
This is the point for which it is perhaps most difficult to lay down
‘generally applicable guidance, as there may be specific conditions
applicable in certain cases. However, in principle, the following
points are suggested as provadlng a descrnptlon of the GMO(s) not to be
considered confidential.

For deliberate release uncer Part 2

tdentity of each GMO contained in the product; introduced/mbdifiéd

traits and genes responsible for these traits; complete name of:

the recipient or of each parental organism; complete name of the
organism from which the insert is derived; information relating.to
the genetic modification; function of each inserted DNA or RNA
sequence or of deleted sequences; for modifications where base
substitution occurs, description of the original function of the

gene in which the base substitution occured and the function of the
modified gene.

For deliberate release under Part B

Identity of GMO, including trait; complete name of the recipient

or of each parental organism; information relating to the method
Of genetic modification; for modifications where base substitution
occurs, description of the original function of the gene in which
the base substitution occured and the function of the modified
gene.

A
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wnenever posslble Information snould aiso be ‘kept non-confidential.
on: .the name of organism from which insert 1s derived; and on the .
deserlptlon of the function of each inserted’ ONA or RNA sequence - or
- ‘of deleted sequences. .

'Name and address of notlfler

“The ~ mname and. . official . address - of . the  research
lnstltute/companylmanufacturerIlmporter etc. Is to be understood-

here. Names of Indlvidual persons can be kept confidentiat.

- Purpose

4D For a release under Part B. Reasons for which ‘it is made,

objectives of the release, parameters tested. .

(1) - For a release .through a product (Part C), the use the

product is to be put to, and the type of users it is aimed
at. .

Location of the releases

-Depending on the type of release, this could be the settliement
where the site is (if a small pint In a town/village or attached to

a specific " installation), the bordering village(s) (if it is a
tfield release in the middle of _ the countryside) or
countries/regions (for. the sale/testing of a product). An
Indication of the size of the release site or area and an

indication of the expected spread of the organism may be rélevant .

here. In some cases Wwhere the release is not taking place at &
test site (e.g. vaccinated animais), the information not to be kept
confidential should be such as to enable an estimate of the “wider
site* (e.g. -numbers of GMOs or GMO-infected individuais, the area
within which they are expected to be found, etc., as well the area
where, e.g. the bait has been laid, etc.). a

Methods and plans for monitoring.of the GMO

In principle, atl .the information submitted .

= the competent
authorities. '

Methods and plans for emergency response

‘In principle, all the information submitted to the competent

authorities.

The evaluation of foreseeable effects, in partlculir any pathogenic

and/or ecologically disruptive effects

The main idea behind this-‘point is that the summary of the risk
assessment carried out and the conclusions reached as regards
foreseeable effects are not to be considered confidential. . It is

also important to have transparendy concerning any conditions -

imposed on the release, in order to avoid any potentual undesnrable
effects .

81.



‘More specifically, as regards pathogenic effects, infoyma_tion not
.t0 be kept confidential should include the abifity of the GMO and

its extraceliular products to be pathogenic or harmful in any other
way to tumans, plants or animals. The information submitted undet
Annex 11, Section A 11.d and Section C 2.i. Is particularly
pertinent. ' ’

As regards posslblé ecologically disruptive effects, information

- 'not to be kept confidential should Include information on the .

likellhood. of post-release selection for the GMO, on the
significant Interactions with target.and non-target organisms, on
.the ecosystems to which the GMO could be disseminated from the site

of release and in which {t could become established, on the .

{ikefthood of genetic ‘exchange:  in vivo, and the relevant

information on potential ecological . impact (e.g. from simutated

environments).

Py
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introduction

Directive 90/220/EEC on the deliberate release of GMOs contain
provisions for the protection of confidential information submitted by

notifiers. .A procedure Is established for deciding which information ..

‘Items should be kept confidential, under Article 19.2, 19.3 and 19.4 of
the Oirective. Once it Is clear .-that certain information |is
confidentiatl, Article 19.1 places the Commission and the competent

authorities under the legal obligation not to divulge to third parties -

any ccnflidential Information notified or otherwise provided under the
Directive. 1t is important that adequate provisions are made to ensure
the protection of confidentiat information.

The scheme of information protection proposed is based both on several
years successful experience with handling confidential information for
chemicals notified under Directive 79/831/EEC and on a Commission
Deciston SEC(86)1132 final, dated 7 July 1986, relating to classified
documents and security measures applicable to such documents.

Draft Scheme

The different elements of the scheme are as follows:

i

1.1

1.2

2.1

Clear identification of confidential information

‘When confidential. information is transmitted by a Member State

authority to the Commission and hence tu other Member States,
the submitting authority -must communicate this fact and

"identify the confidential items/paragraphs/documents clearly,

elther by means of -an appropriate stamp .next to the relevant

. ltems (e.g. “CONFIDENTIAL®, “COMMERCIAL IN CONFIDENCE", &tc.),

or by an accompanying note giving confidentiatity indications.

The Commission Qlll ensure that confidentality protection -
requirements are clearly highlighted when transmttttng this
information to other Member States

Secure storage of information

—Commission

information received by the Commission (DG X!) will be kept in
a safe with a combination fock in a Notification Room, which
will be fitted with a special tombination door tock and a
special sound and flashing light atarm system. Any unauthor ised
entry sets off the alarm system which is directty connected to
the Commission Security Office staffed on a 24-—hr. basis.

83,



2.2

. '2.3 .

3.4

3.5

As ‘far as pbsslble any wotrk that needs to be done with
confldentlal ‘information witl be carried out Inside the
notification room. .

tates

Eacﬁ-competeni.authorlty in every Member State should make
arrangements- to have .a safe or a security -cabinet with a

- combination lock in a room that can be securely locked, so that

‘Information can be securely stored. Work using the confidential

- information should be done under Security conditions.

- Strictly limited access to information
—Commission

‘Oonly a  limited number of staff with specific authorléation

given by an internal Commission procedure will be permitted to

" enter the Notification Room or handle confidential information.
~ This' authorisation is given after a special staff security
clearance which Iinvolves national authorities, and after-
- confidentiality protection undertakings have been signed.

if in future a computer :s used to store or retrieve
confidential data, it will -be situated inside the notification
room, and wil!{ only be handied by the authorised staff with
special access codes. C ’ )

Any coples of documents which are authorised for circutation to
other Member States wili be made on a photocopier inside the
notification room, and will be strictly controlled, as far as
possible.

if a tranélation or typing of documents containing confidential
information received is necessary, it will be only done by the
authorised staff mentioned above. :

-Member States

Member‘state competent authorities must foresee a procedure for-

providing special authorization for anyone handling or. having
access to confidential information, and must keep a list of

" such authorised persons, who must have signed undertakings to

protect confidentiality. Provisions for ({imiting access to
confidential .iInformation similar to those outlined - for the
Commission under points 3.2-3.4 should be made.

Strictly controlled transmission of (nformation

"Notiflication documents containing confidential information

transmitted between Member States and Commission must be

placed inside doubie envelopes, sealed and marked with a -

special (abel.

84.
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5.

5.1

5.2

5.3

6.2

Transport must be done by diplomatic bag between Member States
capitais and the Member States Permanent Representations in
Brussels, and by hand between the Commission and the Permanent
Representations. To ensure that the packages arrive safely, at
the moment of dispatch, the sender (Member State authority or

the Commission, as appropriate) should send a telex announcing’

the ‘dispatch and the content and, on receipt, the M.S,
authorities or the Commission, as appropriate, must send a
telex acknowledging safe arrival. ’ '

Strictly controlled circulation of confidential information

Circulation of confidential ‘information -wmust be extremely
timited and on a need-to—know basis. '

Member State authorities must undertake -to provide as high a.

level of protection to information received from other Member
states as - they do - to Information received from their own

8s.

notlflers and thus limit circulation and access in the same »

way. This is pertinent both as regards the staff who have

- access to the ‘information -and as regards any member of an

advisory committee.

No conf idential information <hould be seen by anyone who has
any potential commerctal or other personal interest in- that

information. This potential interest must be determined by the ..

Competent Authorities.

Controt of Megnber State security procedures and facilities

Before any confidential information is sent for the- first time
to a Member State competent authority, the Commission will
check that adequate provisions and procedures, are in operation
in that particular Member State authority, by on-the-spot
fnspection {f necessary. Member States must indicate to the
Commission the state of readiness as soon as possible.

If a competent authority is considered not to be adequately
equipped to handle confidential information, the envelopes with
the relevant documents will not be sent to it. The information
will be kept on behalf of the Member State 'in the sata> of- the
Notification Room in Brussels, until such time. as the Member

. State authority is ready and equipped to receive it.

"Every Member State authority must sign a letter addressed to

the Commission, undertaking to protect - confidential

- information, verifying that the necessary measures have been

taken, and indicating the names of the persons authorized to
see confidentia| information. .

The Commission will keep an updated list of all the those

authorised to handle confidential information in ati the Member
States. :
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-

GIIDANCE FOR lNTERPRETATlON OF THE TERM “PLACING ON THE MARKET*
o " WITH REFERENCE TO DIRECTIVE 90/220/EEC

[

.conslstlng ‘of genetically modiflied organlsms.
'A *product* Is deflned as “a preparation consisting of, or containing,
‘& GMO. or combination of GMOs, which is placed on ‘the market" (Article
- 2.4) and “"placing on the market®™ is defined as “supplying or making
"available to " third parties" (Article 2.5). The procedures -  for
- assessing these products and glving consent is estabtished under Part C
of the Directive "Placing on the market of products containing GMOs*™
(Articles 10-18). '

* Some confusion has arisen from the use of the definition “suppliying or

making avallable  to third parties®. Apart from .products -freely

‘available on the commercial market ("on the shelf® or in catalogues,
for example), which are clearly products to be approved for placing on
the market, there has been some ambiguity as to whether this covers a
range of other exchanges such as:- non-commercial exchanges between two
or -several research institutions, bilateral semi-commercial or
commercial exchanges between companies and research institutions or
between parent companies and subsidiaries, depositing microorganisms at
recognised depositary authorities.for the purposes of - patent procedure,
supplying microorganisms from culture collections.

At has therefore become necessary for some guidance to be provided on-
the interpretation of the term *"placing on the market*® .in the context -

of the Directive. This guidance is iIntended to assist in the
understanding and implementation of the Directive. 1t is not intended

" to- be an  authoritative Iinterpretation of the Directive; such
interpretation can only be made by the European Court of Justice.

The statement made by the Commission and the.Membér States at the time
:of adoption of the Directive gives some first guidance on this issue.
This stated . that “material specifically developed for a user on a
 bllateral agreement between a supplier and a user and-which will be

" used for research and ‘deve lopment purposes will not be considered as -

* requiring consent for - -placing on -the market provided its use in

research s subsequently notified under Part 8 of the Directive™. This:

therefore  indicates that if a GMO is deve!oped by one organisation
-(research institute or ‘company) but supplied in order to be tested
under Part B by -another, it is not considered as “placing on the
" market*™, even though it is “"supplied” orf “"made availabtle“.

T

86.

. ’One of “the’ objectlves of . Dlroctlve 90/220/EEC is to ‘establish the
¥ -..mechanisms for -ensuring that -human; health and the environment are
© -protected when products are placed on the market oontalnlng or

FEd



A further -question arises as to GMOs exchanged for non—commercial
purposes between two research institutions, but which will be used only
for “contalned use" experimental work (as defined {In Directive
© ©0/219/EEC) -and will not be notified under Part B. of Directive
90/220/EEC. In the letter of ODirective 90/220/EEC this could be
interpreted to fall under ‘the term. “Supplying -or making avalilable to
third parties®". However, the spirit of the Directive is to ensure that
no GMOs are used without adequate safeguards. It is Important that the

Contained -Use and the Detiberate Release Directives are seen as

comp lementary and that they are both taken Into account in Interpreting
the measures necessary for . the protection ‘of human health and the
"environment. If the research Institutions in such an exchange have
been duly notified and registered as suitable for undertaking work with
GMMs - under Directive 90/219/EEC, then the non-commercial exchange of a
GMM (fatting within the Group for which the receilving institution has
-been notified) could be considered as not being requlred to fulfil the
condlition of placing on the narket.

A simllar questlon arises as to exchanges within subsidiaries of the
same company or the research company and the production company within

the same group of companies. There again, if the exchange is by

bitlate-al agreement, and does not concern a GMM to be made more widely
available .to others as a product, and provided that the receiving
company/sectlon of the company has heen duly notified under Directive
90/219/EEC as an lnstallatlon suitable for GMO work with that Group of
- GMOs, .such an exchange could be considered as not belng requlred to
fulfil the condition of placing on the market. .

Simitarly, if a GMM is debgsited at a recognised depositary authority

for the purposes of patent procedure, as foreseen under the Budapest °

Convention, provided that the culture bank where it is deposited and
stored is duly notified under Directive 90/219/EEC, the deposition
could be conslidered as not being required to fulfil the conditions for
placing on the market.

1t should be noted that the question of adequate provisions for the
transport between two Institutions undertaking contained use operations
is important and that the gaps existing in that area need to be
covered. There is a significant gap when the GMOs exchanged have uot
been cleared for-placing on the market.

The .interpretation of what constitutes a “product* also appcars to
cause some cénfuslon. According to the definition in the Directive,
produé;ts are GMOs placed on the market (Article 2.4), but Article 1,
refers to the placing on the market of GMO products “intended .for

subsequent deliberate release into the environment®™. The “deliberate-

release* is defined as "any intentional Introduction of GMOs without
provisions for containment ....to limit their contact with the generatl
population and the environment*. A statement made in the Council -by
" the Commission and the Member ‘States, however, further defines

“intentional introduction™ as <“the introduction by whatever means,’

directly or indirectly, by using, storing, disposing, .or making
available to a third party, of a GMO or a combination of GMOs*. Some
terms, such as “storing™ are not defined. A definition of - *use* is
given in the Directive as “the delnberate release of a product which
has been placed on the market®.
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The question that has arisen is whether a commercially available GMO,

on its own or as part of a preparation or a kit, widely available (e.g..

through a2 catalogue), should be considered as a “"product® in the sense

. of Directive 90/220/EEC, even though the use foreseen is not wide .

dissemination in a fleld or. in the open environment but use inside-a

taboratory, hospital or ‘indeed possibly ‘a. prlvate home or other -

"establ {shment.

The first point to note Is that Article 11 places an obligation on a
manufacturer or importer to notify the Competent Authorities before
placing on the market a product for the first time, without any mentlon
of the purpose of the product being made in this artlcle.

Secondly, the spirlt as well as the letter of both Directives has to be

examined. Taking atl the provisions of both Directives together, the
' significant element is that anyone using a GMO must either do so In
contalned use conditions ‘following the notlflcatlon -procedures of
Directive 90/219/EEC, or under the speclfic consent conditions of Part
B of 90/220/EEC, or otherwise, can purchase and use a GMO-containing
product freely, .as a user, if .the product has received the consent
under Part 'C of Directive 90/220/EEC. '

it is clear In the Directive that if a GMO-containing product, whatever

its purpose, has not received consent under Part C, it cannot be used
"by anyone without prior notification. It is evident that, uniess the
“exchange Is the resuit of specific agreement between two parties (as
" discussed earlier in this text), there is no possibility either for the
authorities or the person placing on the market to control the
purchaser and whether the installation using the product is notified
(e.g. when a product is offered in a catalogue).

A logical conclusion would therefore be that it is both in the spirit
and the letter of the Directives that the act of placing a GMO or GMO-
containing product freely on the market constitutes a release and
therefore needs to fulfil the provisions of Part C or ODirective
90/220/EEC. ) :

Despite the wide definition - of “placing on the market" ‘in
Directive 90/220/EEC, which defines it as “supplying or making
available to third parties™ (Art. 2.5), there are carefully considered
- cases in certain circumstances, where a GMO containing product within

the scope of 90/220/EEC which is supplied or made available to a third

party could nonetheless be considered as not requiring approval under
Part C of Directive 90/220/EEC.

The following are such cases:

) Material specifically developed for a user on a bilateral

L agreement between a supplier and a user, provided its use is

intended to be notified under Part B of Directive 90/220/EEC.
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iv)

v)

- GMMs exchanged for non—commercial purposes petween two research
~institutions but which wifl be used only, for “contained use*®

(as defined In Directive -90/219/EEC), provided that both the
research iInstitutions In such an exchange have been duly

notified and registered under Directive 90/219/EEC as suitable

for undertaking work with GWMMs, and provided that the non-
commerclal exchange of thé GMM falls within the group for which
the recelving .institute has been notified.

‘Exchange of a .GMM within subsidiaries of the same company or -

the research company and the production company within the same
group of companies, where the exchange 1iIs by bilateral
agreement, does not concern a GMM to be made more widely
available to others as a product, and provided that the
receliving company/section of a company has been duly notified
under Directive 90/219/EEC as an installation su!table for GMM
work with that group of GMMs.

" Deposition of a GMM at a depository authority, IiIncluding
‘deposition for the purposes of patent procedure, provided that

the culture-bank where the GMM is stored Is duly notified under
Directive 90/219/EEC.

The supply of GMMs (for which an administrative. charge may be .

made), from culture collections, which are notified
instatlations under Directive 90/219/EEC, to other centres
which have also been duly notified under Directive 90/219/EEC
as installations suitabie for GMM work with that group of GMMs.
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RULES OF PROCEDURE FOR THE COMMITTEE ON

THE RELEASE OF GMOs TO THE ENVIRONMENT

H




'The (:omlttee on the retease of qenetlcany modifled organisms to the

envi ronment

nAvme'nécwzb'te’ the Councit Directive 90/220/€€CC1) of 23 April 1890

.. on the deliberate release of 'genetlcal.ly wmodified organisms to the

environment and, in particular, Article 21 thereof. .

_HAS LAID DOWN ITS RULES OF PROCEDURE AS FOLLOWS:

rticle 1

~The Oommlttee shall be convened by its Chairman, elther on his’

‘own lnltlatlve or at the request of the representative of a
Member State.

Artic'e 2

The Chairman.’shall draw up the agenda and any question, the
discussion of which has been requested . in wruting by the

representative of a Member State, must be dealt with in'a

Committee meeting as soon as possible and within a maximum of

three months of receipt.
In the case where the Commission must carry out extensive

preparatory work on the draft provisions which are submitted .to
the Committee, the maximum time limit is six months.

Article 3

- Letters convening meetingé. the agenda, draft provisions and .
any other working documents shall be sent by the. Chairman to" '
‘the Member States® representatives on the Commit'tee in

accordance with the procedure provided ‘for under Article 11,

Para. 2. . These documents must reach " the - Permanent

Representations of the Member States not . later than 28 days‘

before the meeting is due to take place, in all ‘the COmmunity
tanguages. .

(1) 0.J4. N° L117 of 8.05.1990
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6.1

tn urgent cases. at the request of . the representative of a’

~ Member State or on his own Initiative, the Chairman may reduce'
this period - ‘to no ‘less -than 14 qays,‘ statqu .his reasons

thereof.. S e

In case of .non respect of these iimits, the wmeeting shall be

postponed by the Chairman to a later date If the representative
of a Member State requests it. '

The Committee delivers its opinion on the measures -proposed by
the Commission, according to the procedures taid down In
Article 21 of Dlrective 80/220/EEC. . :

in the event that an Opinion is requested on a text to which -an

amendment s made during the discussion, the Chairman:

- may defer the vote to the end of the meeting or to the
followlng meeting, whose date must then be fixed;

- must postpone the vote until! the following meetang, whuse

date must then be fixed, {if requested to do so by the

representative of a Member State.

Article $

Where the Committee has not Issued an Opinion within the time

fimit set by the Chairman, 'the tlatter day postpone the vote .

until the following meeting.

Article 6

Each Member State shatll appoint its rebresentative to the

-Committee. The Commission will on!y'cdﬁer the expenses for two

representatlvés per Member State. A Member State can represent -

one other Member State. The Chairman shall be informed thereof
by the Permanent Representatlon of ‘the Member State thus
represented. | '
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6.2

8.2

10.1

The quorum required for ihefdetlberatlons of the Committee to

be valid shall be that requlred to render an oplnlon according
‘ to the procedures lald down In Artlcle 21 of Directive -

-t ¥

90/220/EEC. - e

The Secretarlat to the cOmmlttee shall be :provided by the

A cOmmlsslon s services.

C . Article 8

Before any -opinion is requested from the Committee, any

" amendments proposed to the drafts previously circulated as

mentioned under Article 3 shali be submi;ted to it in writing.

A list of the decisions made shatli be presented to the

COmmlttee before the end: of the meeting for approval. (n

- additlon, a‘summary-of the conclusions of each meeting shall bg'

prepared -and submitted to the Committee for approval at a
subsequent meeting.

Article 9

The Committee may set up sub-Committees, chaired by the
Commission, to prepare its work or carry out specific tasks.

The Members of these sub-Committees must be appointéd_by.the:

Member States. Sub—Committees will only play an advisory role

and will not have power to vote.

Article 10

:The Committee may granf a hearing io non-governmental experts

if there is no opposition on the part of any representative of

a Member State. These experts shall take no part in eifher the

deliberations or the voting of the Commlttee
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11.2

T 2.1

rticle 11

: Ail;correspopdence #oncerniquthe Committee shall be addressed -

to the Commission, ih particular to the Dl}ectofate-General for
the Environment, Nuclear Safety and Civil Protection, for
untess the Member States are otherwise advised by the

" Commission. |

" Any correspondence for the representative of the Member States

and the Committee shall .be addressed to the Permanent

‘ Representations; coples of &ocaments shal!l be sent directly.and

slmu!tangously-to a {imited humber of officials appointed by
these Member States, provided the Member States have-notl§ied

the Commission of the names and addresses of these officials.

Article 12

in conformity with Article 214 of the Treaty, and without
prejudice to Article 19 of Directive 90/220/EEC, the
deliberations of the Committee shall be of a confident:ial

nature.

Adopted in Brussels on 25 March 1991

94.

~a



L
No L 279742

Official Journal of the European Communities

12 11. 93

OOMMISSION DECISION

of 22 October 1993

esublxshmg the criteria for simplified procedures coneermng the deliberate
‘release into the environment of genetically modified plants pussuant to Article 6
' o (5) of Council Directive $0/220/EEC ' ’

(93/584/EEC)

‘
THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Htvmgtegatdtotthmtycmbhshmgtthuropcan
Eoconomic Community, -

Having regard to Council Directive 90/220/EEC of
23 April 1990 on the deliberate release into the eaviron-
ment of genetically modified organisms (), and in pard-
cular Article 6 (5) thereof, -

‘Whereas, where a competent authority considers that
sufficient experience has been obtained of releases of
 certain genetically modified organisms (GMOs), it may
submit to the Commission a request for the application of
simplified procedures for the release for such types of

GMOs, and whereas the Commission is required to esta- -

blish criteria based on safety to human health and the
environment and on the exdence available on such
safety, to enable the Commission to decide whether 2
specific simplified procedure should be approved ;

Whereas there is now accumulated knowledge and data
available concerning the necessary prerequisites for safety
to human health and the environment for the release of
certain types of GMOs;

Whereas it-is considered appropriate that given the diffe-
rent safety concerns for different types of organsims, sepa-
rate criteria should be established for plants, animals and
micro-organisms and that accordingly, the criteria esta-
blished by this Decision are applicable only in relation to
genetically modified plants, which is the group of -GMOs
with which most of the experience has becn acquired to
date ;-

Whereas evidence from releases of genetically modified
plants has indicated that the safety of releases of such
plants depends on the characteristics of the recipient
plant species, on the characteristics - of “the inserted

" sequences and their products, and on the receiving .

ecosystems, and whereas the criteria to be established

should be aimed specifically at the evaluauon of these

characteristics ;

e e
¢) OJ No L 117, 8. 5. 1990, p. 1S.

bas:s for decisions on the requests for applxauon of

simplified procedures;

Wheress is'is sppropriate, in the interest of tmnspatenqr.
to establish a uniform procedure for the making of a

request for simplified procedures;

‘Wheress, such 2 request should be based on experience
with the GMOs under consideration and on the evidence
of safety for human health and the environment and
whereas, to these ends, it is appropriate that this expe-
rience may include the competent authority’s own ‘expe-
rience with releases of the same GMOs and the expe-
rience in similar ecosystems whether within the Commu-
nity or internationally, of the GMOs under consideration ;

Whereas it is important, in the interests of the greatest
possible applicability of uniform procedures, compatible
with considerationg of safety to human health and the
environment, that all Member States should have the
opportunity to join in any request for the application of
sxmphfxcd procedures and whereas to this effect an appro—
priate pmccdure should be established ;

Whereas this Decision is in accordance with the opinion
of the Committce established under Article 21 of Direc-
tive 90/220/EEC,

HAS ADOPTED THIS DECISION :

" Article 1

1. The Commrission shall take a.decision on the appli-
cation for simplified procedures for the deliberate release
of genetically modified plants, as required under Article 6
(5) of Directive 90/220/EEC, by reference to the criteria
set out in paragraphs 2, 3 and 4 and by reference to the

‘sufficient.experience and evidence thereof referred to in

Article 2.

2. The criteria relating to the characteristics of the reci-
pient plant species shall be as follows«

(2) the taxonomic status and the biology (mode of repro-
duction and pollination,- ability to cross with related
spe'cics), should be well-known,
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and - 2 The request shall be submitted to the Commission

" information should be available on any interactions of
pamcular relevance for the evaluation of risk, invol-

vmg the recipient plant specics and other organisms -

in wsgricultural ecosystems or in the expcnmcnul
relesse eoosystcm, .
and )
(©) scientific data should be svailable on the safety for
; lmf-un health and the environment of eéxperimental

1idses mvolvmg gcneually modified phms of the
same mpxent plant spedies.

The criteria relating to the characteristics of the

ierted sequences and their expression products shall be

— follows :

“° the ipserted sequences and their expression produi:ts
should be safe for human health and the environment
i under the conditions of the cxperimental release,

and .
the inserted sequences should be:

— well cha:actcrizcd, and
— integrated into the plant nuclear genome.

The citerion relating to the characteristics of the
field release experiments shall be that whenever necessary,
* : appropriate practices for the management of risks will
applied during or after the experimental release, to
sure the protection of human health and the environ-
ment :

The criteriz set out in paragraphs 2 and 3 should be

_ plied in every case whereas the criterior set out in para-
graph 4 should be taken into account when examining a
»posed simplified procedure and applied as appropriate.

Article 2

A request for the application of simplified proce-
res. shall be made in accordance with the procedures
laid down in paragraphs 2 and 3 and Arucle 3:

in writing and shall be sccompanied by a dossier which

- shall include a description of .the proposed simplified’

procedures, the conditions (if any) under which they are
to be applied and information and data on' the sufficient
expcncncewhxchhasbecnobmnedofmleasaofthc
GMOs under consideration.

3. Sufficient experience shall show that the GMOs
under consideration are safe for human-health and the
caviroament and may be based on the competent autho-
rity's own - experience with release of the same GMOs,
experience with releases of the GMOs under considera-
tion in similar ecosystems and international experience.

Amdc 3

1. On mcoe:pt of the request and the accompanying -
dossier, the Commission shall immediately forward to the

- competent authorities of the other Member States & copy

of the said request and accompanying- dossier.

2. Within 45 days following the dispatch of the request
and accompanying. dossier, any other competent
authority may notify the Commission in writing of its .
intention to join in the request. To that end, the compe-
tent authority may submit any further or additional
evidence in support of the original request '

3. Upon expiry of the time limit specified in paragraph
2, the Commission shall forthwith take a decision on the
request in accordance with the procedure laid down in
Article 21 of Directive 90/220/EEC.

Article 4

This Decision is addressed to the Member States.

Done at Brussels, 22 October 1993.

For the Commission
. Yanais PALEOKRASSAS

Member of the Commission
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COMMISSION DECISION
' * of 4 November 1994
establishing simplified procedures concerning the dcliberate release into the
environment of genetically modified plants pursuane to Article 6 (3) of Council
. Directive 90/220/EEC
. (Only the Danish, Dutch. English, French, German. [talian, Portuguese and Spanish texts

are authentic)

(94/730/EC)

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Havmg rcgard o thc Treaty establishing the European
Community.

Having regard to Council Directive 90/220/EEC of 23
April 1990 on the deliberate relgase into the environment
»f genetically modified organisms ('), as last amended by
- Commission Directive 94/15/EC(3).. and in particular
Article 6 (5) thereof,

Whereas, where a competent authority considers that
ufficien: . .perience -has beén obtained of releases of
‘ertain gcncucally modified organisms (GMOs), it may

ubmit to the Commission a request for the application of .

simplified procedures for the release for such types of
3MOs;

Whereas such a request has been submitted by the
'ompetent authorities of the Member States who consider
hat suificient experience has been obtained of releases of
lertain genetically modified ‘plants ;

¥heteas Commission Decision 93/584/EEC(}) estab-
ishes the criteria to enable the Commission to decide on-
the application of simplified procedures: whereas these
fiteria are based on safety to human health and the envi-
onmeat and on the evidence available on such safery ;

#) Of No L. 117, 8. 5 1990, p.
) OJ No L 103, 22, 4. 1994, p. zo
;,(_; No L 279 12 11 1993, p. 42

Whereas the Commission has examined the requests
submitted by the United Kingdom and France for the
application of simplified procedures for certain releases of
genetically modified plants and the evidence submitted,
and has subsequently evaluated these requests in the light
of the criteria already established ;

Whereas the Commission has concluded * that the
requested simplified procedures are in conformity with
the established criteria, and that sufficient experience has
been obtained of releases of certain GMOs to justify the
introduction of the requested simplified procedures ;

Whereas it is important, in the interests of the greatest
possible applicability of uniform procedures, compatible
with considerations of 'safety to human health and the
environment, that all Member States should have the
opportunity to .join in any request for the application of
simplified procedures; whereas to this effect an appro-
priate procedure has been -established ;

Whereas in accordance with that procedure the compe-
tent authorities of France, the United’ Kingdom, Belgium,
laaly, Portugal, Ireland, Spain, Dénmark, the Netherlands
and the Federal Republic of Germany have notified the
Commission of their intention to apply the sxmplnfned
procedures foreseen in this Decision

Whereas this Decision is in accordance with the opinion
of the Gommittee established pursuant 1o Article 21 of
Directive 90/220/EEC.
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HAS ADOPTED THIS DECISION :

Article 1

The requests submitted by France and the United
_ Kingdom pursuant to Article 6(5) of Directive
90/220/EEC and conceming the simplified procedures set
" out in the Annex are approved.

Article 2

This Decision is addressed to the Kingdom of Belgium,
the Kingdom of Denmark, the  Federal Republic of

Germany, the Kingdom of Spain, the French Republic,

ireland, the Italian Republic, the Kingdom of the Nether-
lands, the Portuguese Republic and the United Kingdom
of Great Britain and Northemn Ireland.

Done at Brussels, 4'Novcrnbcr 1994.

For the Commission
Yannis PALEOKRASSAS

Member of the Commission

of
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ANNEXN

The simplified procedure provides for a single notification dossier 10 be submitted pursuant to Part B of
Durective $0/220/EEC, for more than one release of genetically modified plants which have resulted
‘from the same recipient crop plant species but which may differ in any of the inserted/deleted
sequences or have the same inserted/deleted sequence but differ in phenotypes.

A notifier can submit in a single notification information on several releases of genetically modified
crop plants, to be released on several difierent sites, on the following conditions :

— the taxononic status and biology of the recipient plants species is well known,

— information is available on the interactions of the recipient plant species in the ecosystems in which’
the experimental and/or agricultural releases are scheduled,

— scientific data is available on the safety to human health and the environment of experimental
releases involving genetically modified plants of the same recipient plant species,

— the inscneé sequences and their expression products should be safe for human health and the envi-
ronment under the conditions of the expenmental release,

— the inserted sequences have been well characterized,
— all the inserted sequences are integrated into the plant nuclear genome,
~ all the releases are for an 2" priori specified programme of work,

— all the releases wake place within an 2 prion specified ime period.

\

The information required in the notification is that indicated in Annex 11 1o Directive 90/220/EEC.

Only one smgle consernit is required for all the releases described in the smgle noufication submitted to

the competent authority. The proccdurc 10 be used in granting that consent is that outlined in Part B of
D:recnve 90/220/EEC.

In order 10 obuin one single consent covering several releases, all the necessary mformanon for each
reléase should be indicated in the single notification, including sufficient information on the different
sites of the releases and on the experimental design, as well as indication of any conditions for risk
management for each different release. Clear reference to each release 1o be covered should.be made in
the notification, and the appropriate iniormation should be included to allow completion of the
summary notification information format

A notifier can also submit 2 single notification covering a whole, a priori specified, programme of deve-
lopment work with 2 single specific recipient plant spccies and a specified range of inserts/deletions -

over several years and on several different sites, and receive a single consent for the whole programme of
work. -

In such cases, detiled indications or descriptions of the different sites of the releases, subsequent intra-

specific sexual crosses and/or the conditions of release need not be given in the notification, as would

7.4

be required under the conditions indicated in paragraph 5. However, the notification must contain suffi-
cient information to enable overall an evaluation of risk, and 2 detiled risk assessment to be made for at
least the first release in the progrzimme of work. The information that need not be given may only relate
1o the sites of the releases, the description of the sites and their surface area, the number of plants
released, and the subsequent sexual crosses of the initially aotified plants (mcludmg progetdies) with
themselves and/or with .plant lines of the initially nonﬁcd recipient plant species (mcludmg the proge-
nies of these crossmg;)

In the cases rc(crted to in paragraph 6.1 the nouf:cr will submit to the compctcn( authority the addi-
tional informacion together with a statement indicating whether the original risk assessment remains
valid and if not, provide further evaluation. This information should be sent before the specific telease,
to which it refers is carried out. in the form of a.simple additional notice for information only.

The compcetent authority will immediately send to the Commission any dditional risk assessment asso-
ciated information ceceived in application of paragraph 7. The Commission will circulute these (o the
competent autharitics of the other Member States for information only.
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competent suthority of this additional information, unless he reccives written indication from the

competent authonty.

If sny new information submitted is such that the original consent under slmphfn:d ptoccdum is no
longer spplicable, then it is for the competent authority to indicate to the notifier within 15 days of

receipt of the notification that he may only proceed with the intended release d a consent is gramed .

under the standard pmoedurc laid down in the Directive.
When the single consent under simplified procedures is granted, conditions can be attached to ad: of

the releases to which it refers. These conditions can subsequendly be altered by the competent authority,

as indicated in Artide 6(6) of the Directive.

On compledon of one or txio;e of the releases approved -within the simplified procedure, the notifier
shall submit to the competent authority a report with the resuls of the release(s) at the time specified in

the conscat. Such reports may be submitted scpantcly or s a clearly identifiable section in support of a*

nodification for subscqucnt releases.

The competent’ authonty may alter the conditions” of the original consent or intervene t¢ alter t.hc
conditons of specific subsequent seleases on the basis of the results indicated in the tepons or on the
basis of mformznon obtined during inspections.
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ANNEX

.

The simplified procedure provides for a single notification dossier to be submitted pursuant 10 Part B of
Directive 90/220/EEC, for more than one release of genetically modified plants which have resulted
from the same recipient crop plant species but which may differ in any of the inscried/deleted

" sequences or have the same inserted/dcleted sequence but differ in phenorypes.

.

A notifier can submit in a single notification information on sevenal releases of geneucally modxfxed
crop plants, to be relcascd on several different sites, on the {ollowing conditions :

— the taxononic status and biology of the recipient plants species is well known.

— information is available on the interactions of the recipient plant specié in the ecosystems in which
the experimental and/or agncultural teleases are scheduled.

— scientfic data is available on the safcry to human health and the environment of c?:penmentzl .

releases iavolving genctically modified plants of the same recipient plant species,

— the inserted sequences and their expression products should be safe for human hcakh and the envi-
onment under thc conditions of the experimental release,

- the inserted sequences have been well characterized,
— all the inseried sequences are integrated into the plant nuclear genome,
— all the releases are for an 2’ priori specified progrmme of work, - .

— all the releases take place within 20 a priori specitied time period.

. The information required in the notification is that indicated in Annex I to Directive 90/220/EEC.

Only one single consent is required for ail the releases described in the smglc nodfication submicred 10

the competent authority. The procedure 1o be used in gmntmg that consent is that oudined in Part B of
Directive 90/220/EEC.

In order to obtain one single consent covering several releases, all the necessary information for each

release should be indicated in the single notification, including sufficient information on the different -

sites of the releases and on the experimental design, as well as indication of any conditions for nsk
management for cach different reiease. Clear reference 10 each release to be covered should be made in
the notification, and the appropriate iniormation should be included 0 allow completion of the

‘summary notification information format. -

A notifier can 2lso submit 2 single notification covering 2 whole, a priori specified, programme of deve-
lopment work. with a single specific recipient plant species and a specified range of inserts/deletions

over several years and on several different sites, and receive 2 single consent for the whole programme of
wark. )

6.1. In such cases, detailed indications or descriptions of the different sites of the releases, subsequent intra-

: 7,

“mies of these crossings).

specific sexual crosses and/or the conditions of release need not be given in the notification, as would
be required under the conditions indicated in paragraph 5. However; the notification must contain suffi-
cient information to enable overall 2n evaluation of risk, and a detailed risk assessment to be made for at
I¢ast the first release in the programme of work. The information that need not be given may only retate
to the sites of the releases, the description of the sites and their surface area, the number of plants *
released, and’ the subsequent sexual crosses of the initially notified plants (mcludmg progenies) with
. themselves and/or with plant lines of the initially notified recipient plant specncs (including Lhc proge-

1

‘In dxe qss seferced 10 in paragraph 6.1 the notifier will submit 0 the competent authority the addi-
- tional information together with a statement indicating whether the original risk assessment remains

valid and if not, provide further evaluation. This information. should be sent before the specific release
to which ‘it refers is carried out in the form of a simple additionz| notice -for information only.

7 Thc compc«:m authodty will immediatcly send 10 the Commission any additional dsk assessment 2sso-

. ciated information reccived in application of pacagaph 7. The Commission will circylate these (o the
- . competent authoritics of the other Member States for information only.
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